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TO THE READER 








About the Authors 


The first three articles in this month’s 
issue of the JOURNAL are statements 
made before the House Committee on 
Interstate and Foreign Commerce at 
hearings on the Durham Bill (H. R. 
3298, same as the Humphrey Bill, S. 
1186). The statements are by Oscar 
R. Ewing, Federal Security Admin- 
istrator; George P. Larrick, newly ap- 
pointed Deputy Commissioner of Food 
and Drugs and Charles Wesley Dunn, 
who testified as general counsel for the 
American Pharmaceutical Manufactur- 
ers’ Association. Mr. Dunn is chairman 
of the Editorial Advisory Board of the 
Foop Druc Cosmetic Law JOURNAL. 


The bill would amend Section 503 (b) 
of the Federal Food, Drug, and Cos- 
metic Act to regulate the filling and 
refilling of prescriptions for drugs in 
interstate commerce by pharmacists, 
and prevent the refilling of prescription 
for a dangerous drug without express 
direction from a physician. Involved in 
the amendment would be the authorization 
of the Food and Drug Administration 
to distinguish between “over-the-counter” 
drugs and “prescription” drugs. The 
three statements, by JOURNAL authors, 
present the pros and cons on the matter. 


Paul B. Dunbar’s article in this issue, 
“Chemical Additives in Food,” is a 
summary on the subject, based on a 
lifetime in the public service. The 
article was presented as a speech at 
the Food Industry Advisory Commit- 
tee meeting of the Nutrition Foundation, 
Inc., at Skytop, Pennsylvania, last April. 
At that time Dr. Dunbar was Food 


and Drug Administrator, but since then 
has retired, effective May 31, after 
forty-four years with the government. 
(See “In the Food and Drug Admin- 
istration.”) 

“Economic Aspects of Food Stand- 
ards,” by Burton C. Agata, is described 
by Charles Wesley Dunn as “a very 
valuable research paper.” The article 
was prepared by Mr. Agata in the New 
York University Food and Drug Law 
Program conducted by the Food Law 
Institute under the direction of Mr. 
Dunn. 

A Food Law Fellow in New York 
University, Mr. Agata will receive his 
LL. M. degree in Trade Regulation 
this year, and he is completing resi- 
dence requirements for his J. S. D. 
He was graduated from the University 
of Michigan in 1947 with an A. B., 
and in 1950 received his J. D. degree 
from the University of Michigan Law 
School where he served as assistant 
editor of the Michigan Law Review. 
Mr. Agata is a member of the New 
York Bar. 


David Stahl, author of “Public Health 
Law Reform in Pennsylvania,” is a 
Research Fellow, Public Health Law 
Research Project, University of Pitts- 
burgh School of Law. A new con- 
tributor to the JouRNAL, Mr. Stahl was 
graduated from the University of 
Pittsburgh in 1942 with an A. B. degree. 
After serving four years in the Army, 
he studied law at the University of 
Pittsburgh School of Law, was gradu- 
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ated in 1949 and was admitted to the 
Allegheny County Bar. 

He was an instructor in Political 
Science at the University of Pittsburgh 
from 1947 to 1950, and was appointed 
Research Fellow at the inception of the 
Public Health Law Research Project 
in the School of Law in June, 1949, 
His previous publications include co- 
editing Public Health Laws of the City 
of Pittsburgh, a book he discusses in 
his present article; and coauthoring an 
article entitled, “Inspections and the 
Fourth Amendment,” which appeared 
in the Winter, 1950 issue of the Uni- 
versity of Pittsburgh Law Review. The 
latter article dealt with the issue of the 
right of sanitary inspectors to enter 
homes without search warrants. 

“T enclose herewith my swan 
for inclusion in the June issue of the 
JouRNAL.” Thus spoke Franklin M. 
Depew when he submitted the manu- 
script of his “Significant Comments.” 
Since December, 1946, Mr. Depew has 
been writing quarterly for the JOURNAL, 
and his keen analyses of food, drug and 
cosmetic cases will be missed. Mr. 
Depew is of counsel for Standards 
Brands Incorporated. 

Of the three-month period covered 


song 


in his “swan song,” Mr. Depew has 
this to say: “I cannot recall any 
period during the past several years 


when anywhere near the number of 
important decisions were handed down. 

” The fact that the Administration 
lost three significant cases within this 
time makes it an additionally unusual 
period, according to the author. The 
cases covered in his final analysis are 
the much discussed Jam case, the 
Green Coffee case and the cases involv- 
ing Bireley’s, Cream Wipt, and My- 
tinger and Casselberry. 

In submitting his final manuscript, 
Mr. Depew also said, “I am looking 
forward with pleasure to relaxing and 
reading the comments of Mr. Turkel 
hereafter and I am sure he will enjoy 
writing these comments as much as I 
have.” He was referring to Edward 
E. Turkel, Hearing Examiner with the 
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Federal Security Agency, who will 
write case commentaries quarterly for 


this publication beginning with next 
September’s issue. Mr. Turkel was 
formerly attorney, Food and Drug 


Division; attorney, Compliance Section, 
National Labor Relations Board; and 
part-time instructor, Law School of 
American University (federal trade 


regulations). 





CORRECTION 


It was erroneously stated in the 
JourNaAL for May, 1951, that Mr. Ed- 
ward Brown Williams, the author of 
the article “The Jam Decision—An Anal- 
ysis,” published in that issue, was 
“Counsel for the Claimant—Best Foods” 
in the case dealt with in Mr. Williams’ 
article. 

The reference should have been, not 
to Best Foods, but to the Pure Food 
Manufacturing Company, whose coun- 
sel is Mr. Benjamin Stapleton, Jr., of 
Denver, Colorado. Mr. Williams was 
of counsel in the Supreme Court pro- 
ceeding. 


WILL WRITE FOR JOURNAL 


r — 








EDWARD E. TURKEL, Hearing Exam- 
iner, Federal Security Agency, who 
will write ‘Significant Comments”’ 
beginning with the September, 1951 
issue. In this function he replaces 
Franklin M. Depew. 

















REPORTS TO THE READER 


In Congress 
Durham Bill Hearings.—H. R. 3298, 


the Durham Bill, would revise Section 
503 (b) of the Federal Food, Drug, and 
Cosmetic Act. The first three articles 
in this issue of the JoURNAL are state- 
ments made before the House Committee 
on Interstate and Foreign Commerce 
on that bill. 

Another witness before that commit- 
tee was Harold M. Stephens, Chief 
Judge of the United States Court of 
Appeals for the District of Columbia 
Circuit and a member of the Judicial 
Conference of the United States. He 
told the committee that he was appear- 
ing before them because the attention 
of the conference had been called to a 
provision of H. R. 3298 affecting the 
manner of disposition in the United 
States Courts of Appeals of appeals 
from certain orders of the federal ad- 
ministration under the FDC Act. 

Under the provisions of the bill, the 
Administrator holds hearings on addi- 
tions or deletions in the list of prescrip- 
tion drugs, and by order makes public 
his action on the objections. Judge 
Stephens quoted a part of the bill in 
respect to this: 

“An order so issued by the Adminis- 
trator may, within ninety days after its 
issuance, be appealed by any interested 
person in accordance with the pro- 
visions prescribed in section 701 (f) and 
(g) of this Act, except that an appeal 
from the Administrator’s order issued 
hereunder shall be in the nature of a 
trial de novo, without presumptions in 
favor of either party to such appeal.” 

The judge said: “Section 701 (f) and 
(z) of the Act, together with a related 
paragraph (e) of the same section, con- 
templates an appeal to the United 
United States Court of Appeals for the 
circuit in which the appealing person 
resides or has his principal place of 


business.” 

His statement said in part: “The re- 
quirement of the bill for a de novo 
trial in a United States Court of Ap- 
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peals imposes a duty unsuited to the 
function and facilities of the Courts of 
Appeals. Such Courts have an ex- 
tremely heavy burden of appellate work. 
This is disposed of by the considera- 
tion of printed and_ records, 
the hearing of oral arguments and the 
writing and publishing of opinions. The 
function of the Courts of Appeals, as 
heretofore prescribed by the Congress, 
is that of determining whether or not 
the trial tribunals, both administrative 
agencies and commissions and United 
States District Courts, have conducted 
their proceedings according to law. To 
require the Courts of Appeals to hold 
de novo trials is anomalous and would 
interfere seriously with the due and 
prompt performance of their appellate 
function. Hearings held under the 
Federal Food, Drug, and Cosmetic 
Act, involving as they usually do the 
submission of expert testimony by 
pharmacists and toxicologists, occupy 
days and sometimes weeks and even 
months. 


briefs 


“It should be further noted that the 
requirement of H. R. 3298 for an ap- 
peal in accordance with the provisions 
prescribed in Section 701 (f) and (g) 
of the Act (which must be read, as 
above stated, in connection with sub- 
paragraph (e) of the same section) is 
inconsistent with the hearing require- 
ments of the bill, this for the reason 
that the latter make provision only for 
a presentation of facts at a public hear- 
ing and publication of the Administra- 
tor’s action, whereas Section 701 (f), 
(zg) and (e) contemplate the taking of 
evidence, the making of a record, and 
the filing of fact by the 
Administrator. 

“If the bill should be amended so as 
to require the making of a record and 
findings of fact by the Administrator 
and an appeal to a United States Court 
of Appeals, then, it is submitted, the 
de novo requirement should be elimi- 
nated not only for the reasons set forth 


findings of 
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..., but also because an appeal upon a 
record and findings of fact and the 
holding of a de novo trial are inconsist- 
ent. A de novo trial, as its name im- 
plies, means a completely new trial, 
i. e., one held without reference to what 
has occurred before.” 

Judge Stephens summed up with: 
“It is accordingly recommended that 
the provision of H. R. 3298 requiring a 
trial de novo in the United States 
Courts of Appeals be eliminated and 
this whether the bill is drawn so as 
to require a due process hearing by the 
Administrator or merely a hearing of 
rule-making character.” 


Lobster Indentity.—A bill “to fix a 
reasonable definition and standard of 
identity of lobsters” was proposed in 
the Senate May 21 (S. 1514, also H. R. 
4174, 4175, 4177). The bill proposes 
that for purposes of the Act, the word 
“lobster” mean “only that species 
of decapod crustaceans of the genus 
Homarus known as Homarus americanus 
and found in the Atlantic waters contig- 
uous to the North American coast 
line from the vicinity of Henley Har- 
bor, Labrador, on the north, to the 
vicinity of Cape Hatteras, North Caro- 
lina, on the south.” Varieties that 
would not be included in the meaning of 
the word are: (1) such similar species 
of Homaridae as the Nephrops norve- 
gicus, common to Norway, and the 
Homarus gammarus, common to Europe ; 
(2) members of the family Palinuridae, 
including the representative genera 
Panulirus, Jasus and Palinurus, some- 
times called rock lobster, spiny lobster, 
sea-crawfish, red lobster, thorny lobster, 
langouste, crayfish, Sydney crayfish 
and Kreef; (3) members of the Scyl- 
laridae family, called the Spanish lob- 
ster or bear crab; and (4) the fresh 
water crayfish, or crawfish of the Aus- 
troastacidae, Parastacidae and Estaci- 
dae families. The bill was referred to the 
Committee on Interstate and Foreign 
Commerce. 


Importation of Shrimp.—H. R. 4064, 


proposed on May 10, would provide for 
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an ad valorem duty on the importation 
of shrimp. It was referred to the 
Committee on Ways and Means. 


Licensing and Standards for Export- 
ers.—A bill to amend the Act to pro- 
vide for the licensing of exporters of 
food, drugs, devices and cosmetics, and 
to prescribe standards applicable to 
such articles when exported, was pro- 
posed May 24 (H. R. 4267). 


The bill would add a new section to 
the Act providing: “No person may 
engage in the business of exporting, or 
delivering for export, articles subject 
to this Act unless such person is the 
holder of a license issued pursuant to 
subsection (b).” Subsection (b) would 
provide that “The Administrator shall 
by regulations provide for the issuance 
of licenses authorizing persons to en- 
gage in the business of exporting, or 
delivering for export, articles subject 
to this Act. The Administrator may 
suspend or revoke any license issued 
under this subsection if, after due no- 
tice and opportunity for hearing, he 
finds that the holder thereof has en- 
gaged in acts or practices in violation 
of any of the provisions of this Act, or 
of regulations prescribed under this 
Act, which are applicable in the case 
of articles subject to this Act which 
are exported or delivered for export.” 

The bill would provide further that 
no proceeding would be instituted based 
on an allegation that an article is adul- 
terated or misbranded if the article is 
labeled with the name and address of 
the foreign consignee or the words 
“For export”; or if the alleged adulter- 
ation or misbranding exists because the 
article is labeled in the language of the 
country to which it is consigned or 
because the article must comply with a 
requirement of such country. 

Another bill, H. R. 4242, proposed 
on May 23, duplicated the basis for 
determining adulteration or misbrand- 
ing in respect to articles for export. 
Both bills were referred to the Com- 
mittee on Interstate and Foreign Com- 
merce. 

(Continued on page 471.) 
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The Durham Bill Hearings 


Testimony by: 





Oscar R. Ewing 
Federal Security Administrator 


Mr. Ewing Thinks That Legislation Is Called for in 
the Matter of Deciding What Drugs Are Prescriptive 


HE BILL which is before you, H. R. 

3298, deals with the retail sale of drugs 
that have previously moved in interstate com- 
merce and are thus subject to federal regu- 
lation. This is a subject which has lately 
been very much on our minds in the Fed- 
eral Security Agency, and I welcome this 
opportunity to talk with your committee 
about it. 


Let me say at the outset that the sub- 
ject is of such importance and of such com- 
plexity that in my judgment it ought to be dealt with, in a comprehensive 
way, by legislation rather than by administrative regulation. I earnestly 
hope that your committee will share this view, and will report out this 
bill, modified in such fashion as, to the committee, may seem wise. 





The Federal Security Agency has in fact dealt with this subject, 
or at least with a large part of it, in an extensive and elaborate regula- 
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tion, and we are now engaged in considering whether that regulation 
should be amended in important respects. While some lawyers have 
disagreed, I believe that authority for our present regulation and for 
its proposed revision is found in the present statute—though it is con- 
tained in one four-line proviso. At least in its general pattern, the 
regulation was held valid by the Supreme Court of the United States in 
U.S. v. Sullivan, 332 U.S. 689 (1948). 


The existing law requires that the labeling of drugs bear adequate 
directions for use. This requirement, however, may be relaxed by 
regulations as to any drug when such labeling is found by the Federal 
Security Administrator to be unnecessary for the protection of the 
public health. As to the class of drugs which involve the application 
of diagnostic and treating techniques that are beyond the knowledge 
and competence of laymen, I have found that the requirement is not 
necessary when these drugs are sold on prescription. When such a drug 
is received by the pharmacist it bears a label stating “Caution—To be 
dispensed only by or on prescription of a physician.” 


If the pharmacist sells the drug without prescription, the exemp- 
tion does not apply, and the drug is misbranded because it does not 
bear adequate directions for use. If the pharmacist undertakes to 
write labeling giving adequate directions for use, we believe that the 
drug becomes misbranded under other sections of the Act. It would 
violate Section 502 (a) because of the false implication that it can be 
safely used by a layman and Section 502 (j) because it is dangerous 
to health when used without professional guidance. 


The practical effect of the existing regulation is to limit a number 
of drugs to the prescription departments of retail pharmacies. My 
belief is that the legislation could much more clearly tell the pharmacist 
exactly what his obligations are. That belief, however, cannot relieve 
me of the statutory duty to promulgate regulations under the present 
law. But I earnestly hope that this committee will act upon the bill 
and thereby will more clearly define the scope of action required of the 
Administration. 


I have other reasons, also, for that hope. The present provisions 
of the statute, amplified to the full text of our regulatory authority, are 
in our judgment inadequate either, on the one hand, to give full pro- 
tection to the consuming public or, on the other, to relieve the honest 
and law-abiding pharmacist of all the red tape that can safely be 
dispensed with. 
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I will not take your time to discuss the grave dangers to health 
which can result from misuse of many of our most beneficent drugs. 
This committee, which handles both food and drug and public health 
legislation, is well aware of the basic problem, and I feel sure that other 
witnesses will bring to you all of the detailed information which you 


may wish. 





The problem as I see it—and it is the same problem that we face 
in framing regulations—is to strike the best balance we can between 
the need for maximum protection of consumers from abusive practices 
and the need to minimize the impediments to the legitimate distribu- 


tion and sale of useful drugs. 


Bill Would Prevent Abuses 
First, let me point out ways in which the bill would strengthen 
our hands in the prevention of abuses. The present statute does not in 
‘prescrip- 


so many words authorize us either to differentiate between 
tion drugs” on one hand, and “over-the-counter drugs” on the other, 
or to forbid the sale of prescription drugs without a prescription. On 
both these points our present methods of control are partially adequate. 
We were sustained in the Sullivan case on part of this problem. But 
on both points I think we ought to have clear and unequivocal authority. 
The bill before you would confer such authority in both these respects, 
and I believe that these changes in law are of very great importance 
in strengthening the protection of the public. 

To accomplish the former objective—that is, to distinguish between 
prescription and over-the-counter drugs—the bill authorizes the Fed- 
eral Security Administrator to list, by name, the drugs that are to be 
limited to prescription sale. I am aware that this proposal is vigorously 
opposed by some. I cannot but believe, however, that it is the only 
practical solution of an extremely difficult problem. The first essential 
of any program to regulate prescription drugs, I think, must be some 
method of determining and of stating in plain and unmistakable terms 
what drugs are prescription drugs. Several states list by statute or 
regulation the drugs requiring that they be sold on prescription. 
Canada does so by regulation. 

Our best efforts to devise, in our existing regulations, a general 
definition of prescription drugs leaves a broad twilight zone in which 
no one can know with certainty into which classification a given drug 
will fall. This uncertainty cannot fail to be as disturbing to manufac- 
turers and sellers of drugs as it is to those engaged in enforcing the 
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law. To obviate this uncertainty the bill would provide that prescrip- 
tion drugs should be listed from time to time by regulation. With the 
protection afforded by public hearing and judicial review, I believe that 
this is the most practical method any one has yet devised to deal with 
this problem and at the same time to safeguard all the interests concerned. 


On the second point, the prohibition of sale of prescription drugs 
without prescription, the bill would write clearly into law conclusions 
which we believe can be drawn from a number of clauses of the present 
statute, but which are at this moment pending before a circuit court of 
appeals in the first serious test of the pharmacist’s ability to evade the 
prohibition by adding what he claims are adequate directions for use. 
If your committee agrees with us that many drugs are too dangerous 
for use without professional supervision, and that many others, while 
not toxic in themselves, require professional supervision for their effec- 
tive use, then I would urge that Congress impose explicit prohibitions 
and not leave the matter to judicial interpretation of an ambiguous statute. 


Protecting Legitimate Trade 


Let me turn now to the other side of the problem, the protection 
of legitimate trade in drugs against unnecessary interferences. Here 
the bill would also make two changes, and I think them of importance 
equal to the strengthening of consumer protection. 

First, the bill would relieve the pharmacist, when he fills a prescrip- 
tion, from the necessity of meeting certain of the labeling requirements 
of the statute from which, under existing law, we are unable to relieve 
him. These have to do chiefly with warnings against misuse which the 
statute requires in certain cases. These warnings we believe are quite 
unnecessary when the drug is used in accordance with the doctor’s 
orders; that is, when the doctor takes the responsibility that the drug 
will be properly used. I see no question that in such cases the pharmacist 
ought to be relieved of this burden. 

The other change to facilitate legitimate dealing would be the 
express authorization of telephoned prescriptions. As medical practice 
is carried on today, the use of the telephone is plainly essential. While 
there is inevitably some risk in the use of the telephone—trisk of mis- 
understanding the name of a drug, for example—this is a point on 
which the gain from relaxing present requirements seems to me clearly 
and heavily to outweigh the risks involved. To minimize the risks the 
bill provides that the pharmacist must make and keep a written record 
of the telephone order. I should like to suggest that it also provide, 
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as did last year’s bill, that the doctor must agree to confirm the pre- 
scription in writing within seventy-two hours. Without imposing any un- 
reasonable burden, this would help to guard against certain possible abuses. 

In the case of prescription drugs, the troublesome question of 
refilling prescriptions would be dealt with by the bill in similar fashion. 
Here again, the doctor’s orders would be controlling, whether they were 
given at the time of the original prescription or when a refill is desired ; 
but in either case they could be given by telephone. 

In the case of over-the-counter drugs, on the other hand, the doctor’s 
approval would not be necessary for a refill. Since these are drugs 
that can properly be sold in the first place without prescription, I see 
no harm, in most cases, in permitting prescriptions for them to be 
freely refilled. 

I ought to tell the committee that we have been strongly urged to 
amend the existing regulation to permit telephoned prescriptions, and 
that if the matter is left to the Federal Security Agency to deal with 
by regulation, I intend to publish a proposed regulation that would 
have this effect, insofar as our authority to make exemptions extends. 
But here again, I think the subject is more appropriate for legislation 
than for regulation. 

A question has been raised about permitting telephoned prescrip- 
tions for barbiturates, or “sleeping pills,” and I am sure your committee 
will wish to give special attention to this issue. 

In the case of narcotic drugs, of course, amendment of the Fed- 
eral Food, Drug, and Cosmetic Act would not affect the requirement 
of a written prescription contained in the Harrison Narcotic Act. In 
the case of barbiturates, however, no other federal law is applicable. 

As I am sure the gentlemen are aware, a subcommittee of the 
Ways and Means Committee has recently held hearings on the problem 
of barbiturate control, and has asked the Treasury Department, the 
Department of Justice and the Federal Security Agency to frame a plan 
for strengthening the present legislation in this field. 

The Food and Drug Administration believes that it would be 
unduly dangerous to permit telephoned prescriptions for barbiturates 
without limit. On the other hand, wo do not want the chance of 
abuse by barbiturate addicts to cause us to place unreasonable burdens 
on the far larger number of legitimate users. I think perhaps a solution 
of this problem might be found by permitting telephoned prescrip- 
tions for limited quantities, to meet situations where use of written 
prescriptions is impractical. 
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The only other major point I wish to make about the bill is to urge 
you most strongly to reconsider the anomalous, and possibly unconsti- 
tutional, provisions it contains in respect to judicial review of orders 
listing prescription drugs. | firmly believe in judicial review in matters 
such as this, for | am only too well aware that we bureaucrats can 
make mistakes as well as anyone else; but I am equally convinced that 
the traditional pattern of such review, especially as it has recently been 
restated in the Administrative Procedure Act, affords adequate means 
of correcting such mistakes without injecting the courts into areas 
inappropriate to the judicial process, in which they cannot in the 
nature of the case have the expertness of an administrative organization. 

In several respects the bill lacks something of clarity, and I feel 
sure you will wish to examine its wording with care. Our technical 
staff will, of course, be at the committee’s service for any aid it can 
render in this process. 

In conclusion, gentlemen, let me say that the more I have studied 
this problem, the more I am convinced that legislation is called for. 
The bill before you would strengthen the legal controls which prevent 
abuses at the expense of the public, and at the same time would remove 
unnecessary and annoying restrictions on the practice of pharmacy. 
While in some points the bill is a compromise, I believe it is a good 
compromise. I recommend its enactment. [The End] 





Testimony by: 


George P. Larrick 


Newly Appointed Deputy Commissioner 
of Food and Drugs 


Mr. Larrick Thinks the New Bill Will Make the Legal 
Requirements to Protect Public Health Simple, Certain 
and Clear. Present Requirements Are Not Duly Clear 


N THE ENFORCEMENT of the Federal Food, 
Drug, and Cosmetic Act our inspectors routinely 
investigate each report of death or injury from 
drugs. They visit coroners, police departments, 
emergency hospitals, health departments, chari- 
table agencies and other organizations where in- 
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formation may be available concerning injuries or deaths from the 
improper use of potent drugs. 

Recently, while visiting a large hospital in New England, an inspe 
tor learned that in May, 1950, a man died there and it appeared that the 
excessive use of benzedrine was contributory to his illness and ultimate 
death. The widow advised the inspector that for thirteen years her 
husband: had been having a prescription for benzedrine sulfate refilled. 
She showed him an empty box which bore the prescription number, 
the name of a local physician and the name of a drugstore. The 
physician executed an affidavit that he had last seen the deceased in 
1937 and at the time had written a single prescription for fourteen ten- 
milligram tablets of benzedrine sulfate. The same prescription had 
been refilled for thirteen years and the amount delivered had been very 
substantially increased until just before his death this man was taking 
as much as 250 milligrams a day. The prescribing physician asserted 
that it was never his intention that the patient take more than the 
original fourteen tablets which he prescribed. 

The food and drug inspector next visited the drugstore as an ordi- 
nary customer and presented a prescription for benzedrine. He returned 
repeatedly to the store and the prescription was repeatedly refilled. 
Other inspectors presented prescriptions for other drugs such as 
nembutal, sleeping pills, and sulfadiazine, used extensively in the treat- 
ment of venereal disease. All of these were refilled repeatedly. The 
doctors who had written the original prescriptions were not consulted. 
The case is now in the course of preparation for criminal prosecution. 
This case is not an isolated example. Our files record hundreds of 
deaths and injuries caused by the misuse of drugs. 

During the past decade medical science has discovered many new 
and potent drugs which are very useful in the treatment of disease. It 
has been said that fifty per cent of the drugs now prescribed by 
physicians were unknown ten years ago. When the medicines are 
administered by skilled physicians they cure many ailments. Most of 
these drugs, however, are quite potent and capable of doing great 
harm if they are misused. This is also true of some drugs which were 
available earlier. Female sex hormones, estrogens, are very useful in 
skilled hands, but in a case in California where the drugs were sold 
without prescription, eminent medical authorities testified that improper 
use is capable of stimulating the growth of incipient cancer; it may 
impair fertility and cause hemorrhage from the uterus. Male sex 


hormones, androgens, when misused may lead to impaired fertility and 
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they may stimulate growth in incipient cancer of the prostate. This 
is important because competent authorities estimate that fifty per cent 
of the men over fifty years of age suffer from incipient cancer of the 
prostate. In the great majority of these individuals the cancer never 
becomes active but vital statistics show that five per cent of the deaths 
in men past fifty are due to cancer originating in the prostate. 

Penicillin, sulfonamides, benzedrine and a wide variety of other 
drugs readily lend themselves to serious abuses. The problem even 
involves therapeutic devices. In spite of the fact that it has been 
established that unskilled exposure to X-ray can cause cancer twenty 
years later, we found a number of beauty salons that used X-ray for 
the removal of unwanted hair. 

The Federal Food, Drug, and Cosmetic Act of June 25, 1938, pro- 
hibits in Section 301(k): “The ... doing of any ... act with 
respect toa .. . drug .. . if such act is done while such article 
is held for sale (whether or not the first sale) after shipment in interstate 
commerce and results in such article being adulterated or misbranded.” 


Basic requirements of this statute so far as drugs are concerned 
are that drugs used for self-medication must be safe for their intended 
use (Section 502(j)), and they must bear adequate directions for such 
use (Section 502(f)(1)). Many drugs can be used safely and efficaciously 
under the supervision of a physician but cannot be safely and effec- 
tively used in self-medication. We have mentioned a few examples. 

Some Drugs Restricted 

To accomplish the purposes of the Act as expressed by the reports 
of this committee, it was necessary to promulgate regulations which 
would restrict some drugs to physicians’ use. The regulations provide 
that such drugs can legally be shipped in commerce if they bear the 
legend: “Caution: To be dispensed only by or on the prescription of 
a physician,” in place of directions for use. It is our view that when a 
pharmacist receives drugs in interstate commerce bearing this legend 
he causes them to be misbranded if he sells them otherwise than on 
a bona fide prescription. We believe that the Supreme Court’s decision 
in January, 1948, U. S. v. Sullivan (332 U.S. 689), established that this 
is the law. The Court held that the purpose of the Act was to safe- 
guard the consumer by applying the Act to articles from the moment 
of their introduction into interstate commerce all the way to the 
moment of their delivery to the ultimate consumer. In enforcing this 
construction of the Act as of April 1, 1951, 135 criminal prosecutions 
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against retail pharmacists have been terminated in the federal courts. 
We submit for inclusion in the record, if you wish, a list of these cases. 


In the Seventy-fifth Congress, Third Session, this committee sub- 
mitted Report No. 2139 on April 14, 1938, on the bill which later became 
the Federal Food, Drug, and Cosmetic Act. The report stated in part: 


The act herewith reported is the culmination of more than 5 years of study 
by your committee. This Act seeks to set up effective provisions against abuses 
of consumer welfare growing out of inadequacies in the Food and Drugs Act 
of June 30, 1906.... . 

In order to extend the protection of consumers contemplated by the law 
to the full extent constitutionally possible, paragraph (k) has been inserted pro- 
hibiting the changing of labels so as to misbrand articles held for sale after 
interstate shipment . 

Other provisions of section 502 are designed to require the labeling of 
drugs and devices with information essential to the consumer. The bill is not 
intended to restrict in any way the availability of drugs for self-medication. On 
the contrary, it is intended’ to make self-medication safer and more effective. 
For this purpose provisions are included in this section requiring the appropriate 
labeling of habit-forming drugs, requiring that labels bear adequate directions 
for use and warnings against probable misuse, and setting up appropriate pro- 
visions for deteriorating drugs. 

Section 503 . . . provides an exemption for drugs dispensed on bona fide 
prescriptions. Such drugs are relieved from the requirement that the label bear 
the name and address of the manufacturer, the quantity of the contents, the 
common name of the drug, and the name of each of its active ingredients, and if 
the prescription is nonrefillable a warning against habit-formation. 


Changing Labeling 

Speaking of the prohibition against changing labeling on articles 
received from interstate sources, the conference committee, in House 
of Representatives Report No. 2716, Seventy-fifth Congress, Third 
Session, June 11, 1938, stated that the safeguards over drugs had been 
strengthened by prohibiting “Tampering with the labeling of, or 
doing any other act with respect to, a food, drug, device, or cosmetic, 
if such act is done while the article is held for sale after shipment in 
interstate commerce and results in such article being misbranded.” 


On July 8, 1947, Mr. Hale, speaking for this committee submitted 
Report No. 807, Eightieth Congress, First Session, on a proposed 
amendment to this prohibition which subsequently was enacted. The 
report states in part: 

... The insertion of the parenthetical wording “whether or not the first sale” 
in section 301 (k) is not designed to change the original intended meaning of 


the section but would simply make it entirely clear that “held for sale” includes 
the first sale and any subsequent sale. 
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The report then discussed a decision by the Circuit Court of 
Appeals for the Fifth Circuit, in the Sullivan case. The pharmacists 
had sold sulfathiazole to soldiers for the self-treatment of gonorrhea 
and, subsequently, to inspectors of the Food and Drug Administration 
who visited the store as customers. The circuit court had held that 
the Act did not authorize the prosecution. The report continues: 

Misbranding which results in ineffectual treatment with a potent drug, such 
as those of the sulfonamide group, may render the disease organisms immune to 
the drug. When the resistant strain is spread in the community the sulfonamides 
are ineffective, even when used by skilled physicians, with the consequence that 
the interstate market for those useful drugs is substantially depressed. 

In order to prevent the frustration and defeat of its purpose, Congress must 
exercise its power to continue that protection against articles that become filthy, 
decomposed, deteriorated, or otherwise adulterated or misbranded while awaiting 
sale to the ultimate consumer. Otherwise the safeguards which were designed 
to maintain the integrity of the products to the end of their interstate journey 
become futile and the purpose of the regulation becomes sterile and fails of 
fruition, 

The conviction of Sullivan was later affirmed in the Supreme Court. 

H. R. 3298, which is the bill before you for consideration, would 
recognize oral prescriptions. The present Food, Drug, and Cosmetic 
Act in Section 503(b) recognizes only “a written prescription signed 
by a physician, dentist, or veterinarian.” In many circumstances the 
physician can provide better medical care for his patients by telephoning 
the pharmacist to fill or refill prescriptions. 

In the bill H. R. 8904, which Mr. Durham introduced in the 
Eighty-first Congress, oral prescriptions were recognized but only if 
the physician agreed to confirm them in writing within seventy-two hours. 

The present bill would not include this requirement but the trans- 
action would be legal if the pharmacist reduced the prescription to 
writing. We prefer the physician’s signed confirmation. 

We are in general agreement with this provision but we believe 
that this committee should give consideration to the fact that this 
exemption may complicate enforcement with repect to the barbiturates, 
commonly known as sleeping pills. 


Present Consideration of Barbiturates 
The Committee on Ways and Means is presently considering 
special legislation to deal with the very serious problem which arises 
because of the extensive use of barbiturates without medical supervi- 
sion. If adequate legislation covering this special problem is enacted 
our reservations concerning oral prescriptions would be satisfied. 
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Just one very recent brief example to illustrate the sleeping-pill 
problem: 


A forty-five-year-old married man, the father of two children, died last year 
from an overdose of barbiturates. Investigation revealed that he had been buying 
the drug from one druggist over a two-year period on a copy of a prescription 
issued in 1945 or 1946. Toward the last he was consuming large quantities of 
the sleeping pills and the coroner reported barbiturates in the brain tissue. 
The druggist used a prescription as justification for the sales, but did not contact 
the doctor about refilling it. The judge who tried the case said it was an 
aggravated one since a death had resulted from the careless handling of drugs. 
The penalty was a $1,000 fine and one year of probation. 

The bill before you would require either written or oral authoriza- 
tion from physicians for the original filling or the refilling of prescrip- 
tions for habit-forming drugs, drugs which cannot be used safely and 
effectively by the layman without medical supervision, and new drugs 
where, for these reasons, the effective application filed under Sec- 
tion 505 of the Act limits the sale of the drug to prescription use. 


Perhaps the most controversial feature of the bill involves the 
provision that the Administrator of the Federal Security Agency shall 
hold a public hearing and on the basis of the evidence thus acquired 
promulgate a list of the drugs which are not safe and efficacious for 
self-medication. Such drugs would be required to bear the legend: 
“Caution: Federal law prohibits sale or dispensing without prescrip- 
tion.” If such drugs were so labeled the retail pharmacist would 
have a consistently reliable guide to tell him whether or not a drug 
must be held solely for prescription sale. This would lend uniformity 
and certainty to enforcement operations. 


As we have said, the Food and Drug Administration is of the 
opinion that for purposes of labeling the present law provides authority 
to divide drugs into two classes: one, for sale only on prescription ; the 
other, bearing complete labeling for sale directly to the lay public. 
Attorneys for some of the largest drug firms and drug organizations 
in the United States entertain a forthrightly contrary view. They 
assert their opinion that the law does not provide authority for the 
regulations which we have issued which make a distinction between 
prescription drugs and those for over-the-counter sale. 


The present law and regulations place on the manufacturer the 
initial responsibility of deciding what labeling a drug will bear. Guid- 
ance as to whether a drug should be labeled for prescription or over- 
the-counter sale is expressed in general terms. Individual drugs are 
not named. Thus manufacturer A may interpret the law one way and 
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sell his medicine bearing the prescription legend, and manufacturer B may 
reach a different interpretation and sell the identical article for over- 
the-counter distribution. 

There are literally thousands of different drug items on the market. 
The only way that we could bring about uniformity would be to 
initiate separate lawsuits in each case. We have developed a number 
of such cases, but since our facilities will not permit us to attack the 
problem on a broad front we have selected those that we believe are 
of the greatest importance from the standpoint of public health and safety. 


In June, 1949, El-O-Pathic Pharmacy and Martin A. Clemens, 
manager and director, were prosecuted for the shipment of a male sex 
hormone under false and misleading labeling. It was alleged also that 
the article failed to bear adequate warnings against its use under con- 
ditions where it might be dangerous to health; in particular, that the 
labeling failed to warn the purchaser that unsupervised use of the drug 
may result in sterility and in stimulating the growth of incipient cancer 
of the prostate gland. The defendants pled “Not Guilty” but the court 
returned a verdict of “Guilty” and imposed fines totaling $1,400. The 
court made the following remarks at the conclusion of the trial: 

From the evidence and the weight of the evidence I am convinced, beyond 
a reasonable doubt, that the indiscriminate distribution or dispensation for use 
of the drugs Testosterone, Methyl-testosterone . . . carries not only a potential 
but an actual danger of injury to some persons. I am also convinced from the 
evidence that these drugs do not, other than within a restricted class of cases, 
produce many or any of the alleviatory and beneficial effects that the labeling 
given them by the defendants indicate and encourage readers to believe that they 
will generally produce. 

Soon after this conviction the directions in the labelings of these 
drugs were modified to read in part as follows: “For use by adult 
males mildly deficient in male hormones when small dosages of male 
hormone are prescribed or recommended by a physician for palliative 
relief of such symptoms.” 

At the same time the firm engaged in extensive newspaper advertis- 
ing such as: 

Sensational NEW FORMULA! Male HORMONES 


* * * 


Mailed to you in plain wrapper. 
60 tablets $5.25 Postpaid 
Caution! Take only as directed 


DOUBLE YOUR MONEY BACK Guarantee 


If, after taking these tablets for at least 10 days, you don’t feel that you are 
deriving benefit from their use, return box and the unused tablets and we 
will cheerfully give you DOUBLE your money back. 
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The government instituted injunction proceedings to prevent the 
sale of such medicines otherwise than on prescription. 

The district court found in favor of the defendant and held that the 
directions appearing on the label are adequate, stating: Z 

The cartons ... can be read. . . . the word “Physician” is used at least 
four times, “under supervision of a physician,” “under direct supervision of a 
physician,” and I don’t know what more words would be put upon their cartons 
that would be a greater warning, except, “to be used only upon a prescription 
from a physician.” 


I think that is what the Food and Drug people are trying to get at. That 
is, they want these medicines to be sold only upon the prescription of a physician. 


In this connection, it may be mentioned that investigation of 
nineteen purchasers of the article showed that only one was deterred 
from making use of the drug without medical advice by reason of the 
reference in the labeling to physicians, and this was so even though 
the label stated that the drug might stimulate the growth of incipient cancer. 

This case was appealed. The appeal has been argued. A deci- 


sion is expected any day. 


Listing of Drugs 

This brings us back to the listing proposed in the Durham Bill. 
So long as some firms in the industry believe that the Act does not 
provide authority to require drugs that are not safe or effective for 
self-medication to be limited to prescription sale there will be many 
that do not so restrict them. If it develops that authority to make this 
distinction is not contained in the Act then a most serious public health 
problem will arise. Many deaths and drug injuries would occur if such 
drugs as cortisone, penicillin, thyroid, the sulfonamides, cinchophen, 
sex hormones, etc., were thus made available for sale directly to the public. 

Opposition has been expressed to this bill on the ground that the 
government is empowered to determine whether or not a drug is 
efficacious for its intended use. The language of the bill does not 
justify this conclusion. 

The bill does not authorize the Administrator to determine the 
efficacy of a drug. It authorizes him to hold a hearing where the evi- 
dence of the best informed experts in the country would be received. 
On the basis of this testimony he then determines not whether the 
drug is efficacious, but whether or not a layman can use the drug 
effectively without the diagnosis or supervision of a physician. 

We submit that it is just as important that a drug be effective in 
the hands of the person who acts as his own physician as that it be safe 
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in the sense that it will not poison him. For example, aminophylline is 
relatively nontoxic. It is an effective diuretic and will reduce swelling 
of the ankles other than that caused by insect bites and the like. A 
layman cannot effectively treat himself with the diuretic because the 
underlying cause of the swelling is heart or kidney disease and the use 
of the diuretic to control the symptom does not affect the progress of 
the underlying cause. Thus, the ill-advised use of the diuretic may 
indirectly hasten the death of the patient. Methionine and choline are 
relatively nontoxic drugs. Doctors find them useful in treating such 
liver diseases as cirrhosis and certain inflammations. Laymen cannot 
make the liver-function and other tests necessary adequately to treat 
these diseases. 

To summarize: This bill is needed not only to give relief to the 
great majority of pharmacists who earnestly wish to protect public 
health and comply with the law; it will make the legal requirements 
to protect public health simple, certain and clear. The present require- 
ments are not as clear as they should be. A pharmacist cannot readily 
understand his obligations from reading the law and regulations. 
They are difficult to explain to lay juries. [The End] 








Testimony by: 





Charles Wesley Dunn 


General Counsel for the American Pharmaceutical 
Manufacturers’ Association 


An Outstanding Leader in the Field, Mr. Dunn Presents 
Concisely What His and the Pharmaceutical Manufactur- 
ers’ Objections Are to Increased Administrative Authority 


AM A MEMBER of the New York Bar, with 
offices at 608 Fifth Avenue in New York City. 
I testify as general counsel of the American 
Pharmaceutical Manufacturers’ Association, located 
at 500 Fifth Avenue in that city. It is one of the 
two national associations of manufacturers of drugs 
used by the medical profession ; and it has over 200 
members, throughout the country and in Canada. 


This hearing deals with a proposed amend- 
ment of the Federal Food, Drug, and Cosmetic Act 
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(hereinafter called the FDC Act), known as the national food and drug 
law, which is administered by the Federal Security Administrator 
(hereinafter called the Administrator) through the Food and Drug 
Administration (hereinafter called the FDA). My qualifications to 
discuss the law of this Act may be summarized as follows : 


I have specialized in the food and drug law for nearly forty years ; 
I have published numerous books on it; and I testified at all the legis- 
lative hearings on the FDC Act and the major amendments of it. Dur- 
ing that period I have been general counsel for the national associations 
of both food and pharmaceutical manufacturers and also general or 
special counsel for many of them individually. I now hold the following 
offices: chairman of the food, drug and cosmetic law divisions of both 
the American and New York State Bar Associations; chairman of the 
Editorial Advisory Board of the Foop Druc Cosmetic Law JouRNAL; 
president of The Food Law Institute, a public organization to develop 
food and drug law instruction at university law schools and to publish 
research studies of this law; and professor of law at New York Uni- 
versity in charge of its national center of postgraduate instruction in 
the food and drug law. 


Affects Druggists and Manufacturers 


H. R. 3298 (by Mr. Durham)? is sponsored by the National Asso- 
ciation of Retail Druggists. It amends the special prescription-drug 
law in Section 503(b) of the FDC Act in a way significantly to affect 
both retail druggists and drug manufacturers. We approve the pur- 
pose of this bill because that law should be amended to strengthen its 
protection of public health; and we also approve the amendment thus 
proposed, subject to the technical correction and substantial revision 
hereinafter stated. 

But that special prescription-drug law of Section 503(b) supple- 
ments the basic prescription-drug law of the FDC Act, established by 
the regulations under Section 502(f) (1); and it is also indirectly sup- 
plemented by the new-drug law of Section 505. We must first review 
this basic prescription-drug law, because it has a decisive relation to the 
proposed amendment of Section 503(b) ; and this review can be quickly 
made. Section 502(f)(1) requires the labeling of a drug to bear ade- 
quate directions for its use, except where this requirement is not nec- 





1S. 1186 (by Mr. Humphrey) is an iden- 
tical bill. 
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essary for the protection of public health as to particular drugs, and 
the Administrator exempts them by regulations. They exempt a 
prescription drug, as thus defined and subject to certain marketing 
conditions. Such a drug is here defined to be one which “because of 
its toxicity or other potentiality for harmful effect or the method of 
its use or the collateral measures necessary to its use, is not generally 
recognized among experts qualified by scientific training and experi- 
ence to evaluate its safety or efficacy, as safe and efficacious for use except 
by or under the supervision of a physician, dentist, or veterinarian.” 


This is an objective and fundamental definition; and to a layman 
it may appear involved and complex. But it is actually an appropriate 
and sound definition; and its practical meaning is clear. For such a 
drug is thereby defined in effect to mean one which should be used only 
under medical control, where this is scientifically indicated from the 
standpoint of both its safety and efficacy (that is, therapeutic effect). 


Likewise the conditions then named for the marketing of a pre- 
scription drug are appropriate and sound, per se. They are in major 
part and substance: (1) the manufacturer must plainly label it with 
this notice, “Caution: To be dispensed only by or on the prescription 
of a physician” (alternatively dentist or veterinarian); (2) he must 
sell it to be dispensed only by or on the prescription of a physician 
(etc.) in his professional practice; (3) it must be so dispensed; and 
(4) where it is dispensed on a prescription, its labeling must bear the 
directions for use so specified. 


This basic prescription-drug law is manifestly designed to provide 
that a dangerous drug shall be dispensed only on a prescription basis 
for the protection of public health; and the importance of such a pro- 
vision cannot be overemphasized. The term “dispensed” is not defined, 
but it practically refers to a retail sale by a druggist under the super- 
vision of a registered pharmacist, as provided by state pharmacy law. 
The FDC Act reaches the retail sale of any drug originating in inter- 
state commerce, notwithstanding the fact that the sale itself is in 
intrastate commerce. The Miller amendment of that Act gives it this 
reach and the Supreme Court sustained it in the Sullivan case (332 U.S. 
689). In doing so our highest court said in effect that since this Act 
was enacted to safeguard the consuming public it follows a drug from 
its entry into interstate commerce down through its final retail sale 
to the consumer; and it may constitutionally have this broad jurisdic- 


tion to protect that commerce. 
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While the FDC Act specially regulates a prescription drug by the 
foregoing basic law, it is, of course, subject to all other provisions of 
that Act against the adulteration and misbranding of any drug. And 
that statement introduces the supplemental prescription-drug law of 
Section 503(b), which H. R. 3298 amends. For this law then exempts 
the dispensing of such a drug from certain label requirements in Sec- 
tion 502 (dealing with drug misbranding), provided named conditions 
are met. 


Exemption Is Appropriate and Sound 

As to this exemption we need only say now that it is an appropri- 
ate and sound one, per se; but the conditions of it should be noted 
here. They are in substance: (1) the drug must not be dispensed pur- 
suant to a mail diagnosis; (2) it must bear a label containing the name 
and business address of the dispenser, the serial number and date of 
the prescription and the name of the prescriber; (3) the prescription 
therefor must be written and signed by a physician, dentist or veterin- 
arian licensed by law to administer the drug; and (4) if it is a prescrip- 
tion for a habit-forming drug regulated by Section 502(d), it cannot 
be refilled if this is forbidden by it or prohibited by law. It should be 
stressed that this is the only reference in the prescription-drug law of 
the FDC Act to the refilling of a prescription: and consequently that 
law fails otherwise to enjoin an unauthorized refilling of a prescription 
for a dangerous drug. This failure is a serious defect in such law; and 
H. R. 3298 is principally directed to correct it. 

That bill amends Section 503(b) in numerous important respects 
and does so both to liberalize and to strengthen its prescription-drug 
law. Before considering the regulatory provisions of this amended 
section, we should make the following comments on its general form. 

The first comment is that this amended section provides that the 
act of dispensing a drug contrary to it shall be deemed to be one which 
results in the drug’s being misbranded while held for sale. This is an 
appropriate and sound enforcement amendment which keys into Sec- 
tions 301(k) and 304(a) dealing with criminal and seizure proceedings 


under the FDC Act. 


The second comment is that this amended section substitutes the 
broader term “practitioner licensed by law to administer such drug” 
for the narrower term “physician, dentist, or veterinarian licensed by 
‘law to administer such drug.”’ The substitute term is the better one, 
because (for example) it also includes a chiropractor to the extent he 
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is likewise authorized to administer a drug. But since that term is new 
to the FDC Act and in the nature of a general statement, it should be 
precisely defined in Section 201, in which event this term could be 
shortened in amended Section 503(b) to read “licensed practitioner.” 


The third comment is that this amended section uses the terms 
“dispenser” and “pharmacist” interchangeably. A uniform term should 
be used here; and the correct one is “dispenser,” which is now used 
in the prescription-drug law of the FDC Act. For it is the generic term 
in a law regulating dispensing; and “pharmacist” is an inappropriate 
term in a law regulating commercial retail druggists. 

The fourth comment is that this amended section likewise uses the 
terms “oral prescription” and “oral order” interchangeably. A uniform 
term should also be used here; and the former term is the indicated 
and correct one. 


Two Liberalize, Two Strengthen 


We now come to the regulatory amendments of the prescription- 
drug law in Section 503(b), proposed by H. R. 3298. They consist of 
two liberalizing and two strengthening amendments. 


The first liberalizing amendment is to make this law recognize an 
oral in addition to a written prescription; but it is provided that an 
oral prescription must then be reduced to writing and filed by the 
dispenser. This is an appropriate and sound amendment, because it is 
practically required. 

The second liberalizing amendment is to exempt a prescription 
drug from all the drug label, labeling and packaging requirements in 
Section 502 of the FDC Act, subject to certain exceptions and market- 
ing conditions. As to this broader exemption we need only say now 
that it is an appropriate and sound one, except that a prescription drug 
is not thus (as it should be) left under the prohibition of a misleading 
container ; and this is a substantial defect. 


With respect to the marketing conditions, they repeat those now 
in Section 503(b) with two exceptions; and they add three new condi- 
tions. The conditions omitted are the ones requiring a prescription to 
be signed and prohibiting the refilling of a prescription for a habit- 
forming drug; and their omission is a substantial defect, to this extent. 
Amended Section 503(b) should require the signature of a written 
prescription ; and it should not permit the refilling of any prescription, ° 
where this is forbidden by it or prohibited by law. 
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On the other hand, the conditions added are appropriate and sound. 
They are in substan@e: (1) a drug must not be prescribed under any 
circumstances without an examination of the patient; (2) the label of a 
prescription drug must also contain the name of the patient if it is 
given in the prescription; and (3) such label must further contain any 
directions for use and cautionary statements in the prescription. It is 
suggested that the latter reference should be broadened to read “cau- 
tionary or warning statements,” to cover the ground and follow the 
present form of the FDC Act. 

We note that because it adds these new conditions the second 
amendment of Section 503(b) fortifies as well as liberalizes its law. But 
this amendment should be further and substantially improved by omit- 
ting the following clause in lines 6 and 7 on page 2 of H. R. 3298, viz., 
“in the course of the conduct of a business of dispensing drugs.” For 
amended Section 503(b) should unqualifiedly provide that a prescrip- 
tion drug is not exempted from the provisions of Section 502, if it is 
dispensed pursuant to diagnosis by mail or otherwise without an exam- 
ination of the patient. The addition of such a qualifying clause to this 
provision is not necessary and materially weakens it. 

The first strengthening amendment of Section 503(b), proposed 
by H. R. 3298, is to make it reach the refilling of a prescription and 
prohibit an unauthorized refilling thereof. This is manifestly an appro- 
priate and sound amendment, because it is essential to complete the 
protective jurisdiction of the prescription-drug law in the FDC Act; 
and its present failure so to regulate the refilling of a prescription is the 
most serious fault in it. 

The second strengthening amendment of Section 503(b), thus 
proposed, is a very important one indeed. For it adds to this section a 
basic prescription-drug law, which replaces that now established by 
regulations under Section 502(f)(1) of the FDC Act, previously ex- 
plained. This substitute law fundamentally differs from the existing 
one; and it transforms Section 503(b) from an incidental exemption 
prescription-drug law into a major basic prescription-drug law. 

That transformation of this section is appropriate and sound in 
principle for manifest reasons. They are: (1) the FDC Act ought to 
include a section which contains a special prescription-drug law; (2) 
Section 503(b) was added to provide this law; (3) it should make the 
basic prescription-drug law of that Act; and (4) this law should not 
instead be administratively made by regulations under that Act, as a 
matter of good legislative and public policy. 
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What Is the Substitute? 

The substitute basic prescription-drug law Rus added to Section 
503(b) is essentially this: 

First: It is limited to a drug intended for use by man, whereas 
the present basic prescription-drug law also applies to a drug used for 
the treatment of domestic animals. Therefore this substitute law sub- 
stantially changes the existing one by eliminating from it the require- 
ment that a dangerous animal drug must be used only under the 
supervision of a veterinarian. This change significantly weakens the 
FDC Act; it violates the policy of that Act also to protect the health 
of domestic animals; and consequently it presents a serious question 
of public policy. We can see no reason justifying such an emasculating 
amendment of that Act. 

Second: This substitute law contains an entirely new and rad- 
ically different definition of a prescription drug subject to it. That 
definition rightly exempts certain narcotic drugs, which are elsewhere 
adequately regulated by federal statute: and it otherwise divides 
prescription drugs into three classes for the purposes of this law. 

The first class includes habit-forming drugs named in or under 
Section 502(d) of the FDC Act; but the Administrator is authorized 
to remove any such drug from this law, when its prescription control 
is not necessary to protect public health. This is an appropriate and 
sound classification, provided that authority is duly exercised; and its 
due exercise is practically important. 

The second class? includes new drugs regulated by Section 505 of 
that Act, whose use is thereby placed under the professional supervi- 
sion of a practitioner licensed by law to dispense them ; but the Admin- 
istrator is given the same aforesaid removal authority with respect to 
any such drug. This is likewise an appropriate and sound classification, 
if that authority is duly exercised; and again its due exercise is prac- 
tically important. 

The third class is a broad and administratively made one. For it 
includes all other drugs which the Administrator has found, after 
investigation and opportunity for public hearing and subject to the 
court review then permitted, to be unsafe or ineffective * for use without 
the professional diagnosis or supervision of a practitioner licensed by 





2We have reversed the order of the 3 There is an important distinction be- 
second and third classes for convenience tween the terms “‘‘effective’’ and ‘‘effica- 
here. cious’’ here; and a substitution of the 


former one invites further objection. 
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law to administer them. This classification is the major one and invites 
serious objection. 

The objection is that it substitutes a broad administrative defini- 
tion of a prescription drug for the present objective one; and that this 
substitution is practically unnecessary and fundamentally unsound, 
for reasons later stated. Furthermore it involves a plan of court review 
which likewise invites objection. One is that it directs the court of 
appeals to conduct a de novo trial in the circumstances, which is basi- 
cally unsound. We will not otherwise review this plan now, because 
our position is that the administrative definition with which it deals 
should be rejected and replaced by the existing one. 

Third: This substitute law regulates a drug subject to it in the 
following way: Such a drug is exempted from the label, labeling and 
packaging requirements of Section 502, as earlier provided and herein- 
before explained, only if it is dispensed upon a written prescription of 
a practitioner licensed by law to administer it, or upon an oral prescrip- 
tion of such practitioner which is reduced to writing and filed by the 
dispenser, or is dispensed by refilling a prescription if such refilling is 
authorized by the prescriber in the original prescription, or by oral 
prescription and such prescription is reduced to writing and filed by 
the dispenser. 

It is clear on the statement of this regulatory law that it is seri- 
ously defective, because and to the extent that it does not unqualifiedly 
require a prescription drug to be invariably dispensed only on the 
specified prescription basis. Rather it instead provides that to enjoy 
the above exemption from Section 502, such a drug must be dispensed 
on that basis. In short: amended Section 503(b) should be manifestly 
drawn both and absolutely (1) to exempt a prescription drug from 
Section 502 of the FDC Act, as provided, and (2) to require that it 
be dispensed only on such a prescription basis, in the case of either a 
written or an oral prescription and where the prescription is either 
originally filled or subsequently refilled. 

Fourth: This substitute law further regulates a drug subject to it 
by providing in effect that the manufacturer must label it with the 
statement, “Caution: Federal law prohibits sale or dispensing without 
prescription.” That is an appropriate, sound and improved label 
requirement for such a drug, which of course replaces the one in the 
existing prescription-drug law of the FDC Act. 

It remains to consider the objection to the broad administrative 
definition of a prescription drug, proposed by amended Section 503(b) 
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and hereinbefore stated. This definition is in clause (2) in lines 12-16 
on page 2 of H. R. 3298. It is the basic definition of such a drug in this 
amended section; and it is substituted for the basic definition thereof 
in the existing prescription-drug law of the FDC Act, established by 
the regulations under Section 502(f)(1). We maintain that the sub- 
stitution of this new definition is practically unnecessary and funda- 
mentally unsound ; and that it should be replaced by the present one. 


In that event the aforesaid clause * will read: “because of its tox- 
icity or other potentiality for harmful effect or the method of its use or 
the collateral measures necessary to its use, is not generally recognized 
among experts qualified by scientific training and experience to evalu- 
ate its safety and efficacy, as safe and efficacious for use without the 
professional diagnosis and supervision of a practitioner licensed by law 
to administer such drug.” (The last part of this definition is in the 
approved form of amended Section 503(b).) We have seen that a 
prescription drug is thus defined in effect to mean one which should 
be used only under medical control (broadly construed as stated), 
where this is scientifically indicated from the standpoint of both its 
safety and efficacy. 


Definition Satisfactory 


This basic definition of a prescription drug is clearly an appropri- 
ate and sound one; and consequently it is unnecessary to substitute 
another. For the existing definition is a generic and scientific one 
which is fully protective in the circumstances; it was written by the 
FDA itself; it has been effectively used for many years; it has not 
been judicially challenged; the FDA has successfully enforced it in 
the past, to prevent the dispensing of dangerous drugs on a nonpre- 
scription basis; and the FDA can successfully enforce it in the future, 
to do so. 


We should go on to add that the main argument against this exist- 
ing definition will not stand analysis. It is that such definition is writ- 
ten in general terms and therefore has an uncertain meaning. But the 
reply is that (1) this definition is written in general terms for the same 
reason that the FDC Act is largely drawn in such terms, to be inclu- 
sive ; (2) the FDA adequately knows the meaning of this definition for 
enforcement purposes; (3) the drug manufacturers and retail pharma- 
cists should adequately know its meaning for compliance purposes, as 





* Clauses (2) and (3) should be reversed, 
whereby the basic one is last. 
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a rule; and (4) if and to the extent they have’ any doubt about this in 
exceptional borderline cases, it may be clarified by official advice or 
otherwise. 

And we must bear in mind that the prescription drugs bought by 
retail druggists carry an identifying label, as a rule. For this is required 
by the current prescription-drug law of the FDC Act; and it will be 


‘more strongly required by the amended law proposed by H. R. 3298. 


The incidental exceptions to this rule constitute either a violation 
situation, for enforcement correction, or a doubtful situation, for appro- 
priate remedy. 


Furthermore, the fact is that Section 505 of the FDC Act now 
duly regulates all new prescription drugs. 


Objection to Administrative Authority 


It is equally clear that the substitute administrative definition of a 
prescription drug, proposed by H. R. 3298, is fundamentally unsound. 
For it authorizes the Administrator of the FDC Act to determine what 
drugs must be dispensed upon a prescription and what drugs may be 
dispensed without it ; and in making this determination he is authorized 
to adjudge the efficacy of drugs, in addition to their safety. The vast 
scope of this authority is indicated by saying that it reaches all drugs, 
except habit-forming drugs under Section 502(d) and new prescription 
drugs under Section 505 as provided in amended Section 503(b) ; and 
the only restraint on its exercise is that made by the provisions for a 
public hearing and court review, which can have a limited effect. The 
conclusive question, however, is not how the exercise of this authority 
should be restrained, but whether it should be granted at all; and it 
manifestly invites three basic objections, at least. 

The first objection to this administrative authority is that it em- 
powers the government to decide the therapeutic value of drugs, in 
a controlling sense; whereas this decision is and always has been and 
always should be the clinical function of the medical profession instead. 
It is no answer to say that in making this decision the government will 
consult the medical profession, because it may significantly override 
the opinion of that profession or instead be guided by the advice of its 
employed physicians, who are not engaged in active practice and may 
have a questionable opinion in the circumstances. 


It is also no answer to say that the danger of a wrong decision is 
removed by a court review of it. For drug therapy is not an exact 
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science, generally, and the government could probably manage to 
prevail in such a review, as a rule and because of its favored position 
therein. Moreover, the fact that drug therapy is not an exact science 
is also effective to give the government an important latitude of deci- 
sion, in the first instance. It is likewise no answer to say that Sections 
506 and 507 of the FDC Act now authorize the Administrator to decide 
both the safety and efficacy of insulin and certain antibiotic drugs. For 
they are placed under an exceptional batch-certification regulation and 
such decision with respect to them is strictly limited to an analytical 
basis, which is a different situation. 


The second objection to this administrative authority is that it 
vests in the government significant bureaucratic control of the drug 
industry and medical profession, which the FDC Act does not con- 
template and is repugnant to its philosophy, and which is inherently 
undesirable. The significance of this control is indicated by saying that 
it is a life-and-death control of nonprescription drugs and a dominating 
control of prescription drugs; that it may be directed or slanted to 
achieve a government concept of medical care; that it is an important 
step toward socialized medicine; and that it will be exercised by an 
executive who is the government leader for such medicine. 


But aside from these serious considerations, such a government 
bureaucratic control of the drug industry and medical profession is 
inconsistent with the philosophy of that Act, because it is instead de- 
signed to regulate the marketing of drugs by appropriate and sound 
objective standards of conduct, which must be complied with at the 
risk of a drastic penalty for failure to do so. This is the legislative 
philosophy of a government dedicated to free institutions, and therefore 
we should not depart from it here, as a matter of fundamental public 
policy. In short: the present objective definition of a prescription 
drug exactly conforms to that philosophy; whereas the proposed sub- 
stitute flagrantly violates it. 

The third objection to this administrative authority is that it is 
certain to increase the cost of medical care to an important extent that 
cannot be measured now. For this authority is bound to be progres- 
sively exercised; it can only be exercised to convert nonprescription 
drugs into more expensive prescription ones; and there is a wide area 
for its marginal exercise, which is open for infinite government use. 


[The End] 
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ORE THAN TWENTY YEARS AGO, a very wise and far- 
sighted man in the food industry expressed to me concern 
about the possibility that food manufacturers would become obsessed 
with the growing American interest in health foods and health 
fads to the point that they would be tempted to turn their wholesome 
and palatable food products into something closely approaching “patent 
medicines.” It was his conviction that the future of his industry lay 
in the improvement of methods of packing foods to retain all their 
finest natural qualities. He felt that the product of his industry should 
not be made to appeal exclusively to the invalid class but should appeal 
to the population as a whole, because it was a first-class food. 


Today as Yesterday 


That man was the late Frank E. Gorrell, secretary of the National 
Canners Association; a man who was responsible for organizing one 
of the greatest food industries in the United States. Mr. Gorrell asked 
me to address the National Canners Association at its Chicago meeting 
in January, 1930, and discuss this subject under the title “Government 
Attitude on Health Claims for Foods.” In preparing this discussion, 
I looked up that paper. A great deal of it could be read today with 
considerable timeliness—these sentences, for example: 

“The American public today has an obsession on the question of 
health—health foods,-health fads, health exercises. In the lingo of the 
day, the public is ‘health conscious’.” 

Referring to the increasing knowledge of vitamins and food acces- 
sories, the paper read: 

“It is not surprising that a subject so closely associated with the 
public health has appealed immensely to the public fancy. The public 
is only too prone to believe what it wants to believe. In its ignorance 
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of the present limitations of scientific knowledge it has been disposed 
to accept without reservation the most extreme, and in some cases 
ridiculous, claims for the wholesomeness and health-giving qualities 
of various products.” 

Carrying out my promise to Mr. Gorrell, I referred to the dis- 
position displayed by manufacturers of certain food commodities to 
attempt the attainment of a perfected food by the addition, in more or 
less arbitrary fashion, of some of those ingredients which investigators 
tell us are essential to a balanced ration. The paper recognized that 
some of these additions are highly desirable, but the view was expressed 
that “in a nation like the United States, with an extremely varied and 
nutritious food supply available in almost all sections and at all times 
of the year, with ample sunshine and fresh air, wholesome water sup- 
plies, and abundant and pure milk, it is hard to believe that the average 
consumer has arrived at the point where it is necessary to doctor his 
food supply.” I have not changed the view expressed in that last 
quotation. 

Nutritionists v. ‘“‘Crackpots”’ 

Now what are the events that have led up to passage of the House 
resolution authorizing the Delaney Committee investigation, and what 
significant things have been brought out by that investigation? First, 
as my quotations from the paper of twenty years ago reveal, there 
isn’t anything novel about the situation. As far back as any of us can 
remember, we have had nutrition zealots among us, many of them 
sincere, many of them with something to sell, many of them just plain 
crackpots. But they all acquired a following. 

Along with the cranks and nostrum vendors there were sincere 
and competent nutritionists who clearly perceived that there were some 
nutrition areas that needed attention. The first that comes to mind is 











CHEMICAL ADDITIVES IN FOOD PAGE 433 


the area in which research led up to the incorporation of vitamin D in 
milk. We are all agreed that that was a sound and necessary nutri- 
tional advance. It was truly an example of chemical addition to food. 
Certainly it was in the public interest. I know of no one who contends 
that that type of chemical additive is objectionable. Another develop- 
ment, equally meritorious, which followed soon thereafter, was the 
program for the enrichment with necessary vitamins and minerals of 
flour and 6ther cereal products. This was another example of chemical 
additives in the public interest. 


Deceit of Layman 


It is unfortunate, however, that in their justified zeal for encourag- 
ing worth-while improvements in the food supply, some nutritionists 
have oversold the lay public on the idea that the food of the nation has 
seriously deteriorated in nutritive value. This representation provided 
an excellent background for those food faddists or cultists who had 
something to sell. By adroit use of perfectly valid scientific quotations 
they could impress on the public (by that time readily reached by 
radio) that the nation was on the verge of nutritional disaster and that 
its only salvation was to adopt the particular remedy they had to offer. 


It was but a short step from there to the development of the idea 
that the food industry is deliberately debasing the food supply by 
excessive refinement, and then to the next step—that our soil is being 
depleted by the misuse of fertilizers, so that the foods grown on it are 
no longer of optimum nutritional quality. 


Serious concern among members of Congress about the whole 
nutrition situation was responsible for the resolution establishing the 
Delaney Committee. That able committee has given long and serious 
consideration to the whole question. It has collected a vast amount of 
extremely important evidence. It has also had to listen to the views 
of some very earnest individuals who, notwithstanding the seriousness 
of their contentions, seem to be completely out of step with the best 
scientific knowledge obtainable. 


Examples of Misunderstanding 
A gentleman came to my office recently, urging the dismissal of 
the Chief of our Division of Nutrition because he had had the temerity 
to testify that, in his judgment, the country was not suffering from 
national malnutrition because of the widespread absence of trace ele- 
ments in the soil. This gentleman sincerely believed that the country 
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would be on the verge of disaster if our entire fertilizer scheme was not 
revised to incorporate these trace elements in the fertilizers used 
throughout the nation. The alternative to this, so he said, was to rely 
on mixtures of vitamins and minerals which would tide us over until 
agriculture reaches a period of sanity. He deplored the fact that the 
Food and Drug Administration was making criminals of these saviors 
of the nation by bringing prosecutions against distributors of these 
lifesaving mixtures. 

Typical of the scare technique being used is the campaign of one 
broadcaster in the metropolitan area of New York. His thesis is that 
through ultrarefinement in manufacture and through soil starvation, 
our food supply has reached a point where it can no longer maintain 
national health and strength. Specifically, he charges that the Food 
and Drug Administration, by proposing to define white bread, has put 
a top ceiling on nutritive qualities. One means of salvation is to buy 
the product put out by one of the broadcaster’s clients, which, because 
it has not been standardized by the Food and Drug Administration 
(according to the broadcaster), does contain soy flour and the other 
elements necessary to nutritional salvation. 

This kind of advertising propaganda must not be regarded as 
unimportant. According to the criteria employed by the broadcasting 
companies and the many protesting letters we have received, a large 
number of persons have listened to the broadcasts and have been 
impressed with the seriousness of the menace hanging over our nation 
through—let us put it bluntly—the lack of integrity of the Food and 
Drug Administration and the food industry. 


Consumer Concern 

Here are some things that appear obvious to me: 

First, the entire American public is vitally concerned about the 
purity of its food supply : it wants freedom from positively or potentially 
harmful substances and it is concerned about deficiencies in what it 
believes to be essential nutritional ingredients. 

Second, a growing proportion of consumers, egged on by food 
faddists who are masters in the use of the scare technique and the 
use of accurate scientific information to further a false conclusion, 
believes that the food industry is interested solely in profit, is brutally 
reducing the nutrition standards of the people, and is permitted to do 
so by the connivance or inaction of the government. This is shown by 
the large and growing number of protesting letters we are receiving 
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from consumers and by the consumer acceptance of products promoted 
by nutrition quacks. Actually, our law-enforcement activities are 
becoming more and more involved with products whose labeling is 
based on quackery. 

Third, a growing number of consumers seems to believe that not 
only are food products being debased by over-refinement, but also that 
dangerous chemicals are being added to them with a callous disregard 
for human health. Part of this apprehension is undoubtedly due to the 
publication of partial reports of the testimony presented to the Delaney 
Committee: testimony which accurately stated that many hundreds of 
different types of chemicals have been suggested from time to time 
for use in foods. This has been interpreted by the careless reader as 
meaning that this number of poisonous chemicals is being employed. 
There are, of course, some authentic cases where dangerous substances 
have been employed by manufacturers after very cursory efforts to 
learn in advance whether they are safe. The food industry, in general, 
is aware of its obligation and takes adequate precautions to undertake 
suitable toxicological studies before using any chemical substance in 
food. Does the consuming public know this, however? 


There is something more to be considered than mere safety— 
whether or not the added chemical really contributes something worth- 
while to the food. The attitude of the thinking part of the consuming 
public is very well summed up, it seems to me, in a resolution adopted 
by the board of directors of the General Federation of Women’s Clubs 
and made a part of the Delaney hearing record. In substance, it says 
that nonnutritive ingredients should not be added to any food product 
unless their addition serves some purpose useful to the consumer and 
unless they have first been certified by the Food and Drug Administration 
to be noninjurious, nor should any such proposed ingredients be added 
if they are to be substituted, in whole or in part, for natural food elements. 


Some time ago I had a visit from a group of bakers. Our talk 
naturally drifted to the Delaney hearings, to the matter of emulsifiers 
in bread and to other subjects of importance to that industry. I 
remarked that I wondered whether the time had not come for the 
bakers’ association to do some soul searching with the object of 
possibly reorienting its program. Were bakers right in trying to 
produce the whitest and most uniform loaf of bread possible, in the 
belief that that was what the consumer wanted? Was it possible that 
they had misinterpreted consumer desires? If the consumer reaction 
on bread means anything, doesn’t it mean that a growing proportion 
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of the population is dissatisfied with what one consumer described as 
“cotton fluff wrapped up in a skin”? I cited the growing popularity 
of breads and rolls that feature the use of unbleached flour and natural 
food shortenings. 

I wondered whether there was any real reason today for believing 
that the average housewife wants the completely white product attained 
only by the use of bleached flour ; whether there was anything normally 
repulsive to the housewife in the natural creamy color of unbleached 
flour; or whether there was any serious objection because different 
batches of flour differ in degree of color. Isn’t it about time to re-evaluate 
what the consumer wants and then give it to her? 

Don’t misunderstand me. I am a chemist and I know that many 
of the products of the chemical industry vastly improve the nutritive 
value and palatability of foods. I note that the label of a very popular 
brand of rolls made with unbleached flour carries a sodium propionate 
declaration. This suggests that the consumer is not necessarily 
offended by the use of a chemical that serves a useful purpose and is 
wholly without public health significance. 


Suggested Solutions 

Isn’t it about time for the food industry, whether it be the baking 
segment or any other segment, to begin to consider and evaluate what 
the consumer really desires and get back to first principles in so far as 
it is possible to do so? At the same time, it should use every means 
at its disposal, by education and by advertising, to offset the propaganda 
of nutrition quacks who actually are trying to sell something, but who 
have convinced the radio public, at least, that they are the only ones 
who stand between the nation and nutritional disaster. 

To sum up, it seems to me there are four jobs the food industry 
ought to undertake without delay : 

(1) It should re-examine present ideas of what consumers want 
and find out what they really do want. 

(2) It should revise, where necessary, its production practices to 
meet consumer demand. 

(3) It should take steps to maintain consumer confidence in the 
American food supply by an educational campaign to counteract the 
false teachings of nutrition quacks. 

(4) It should support sound legislation to prevent the use in foods 


of chemicals untested for safety or serving no definitely useful purpose. 
[The End] 
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HEN WE SPEAK of an economy whose operating machinery is 

the effective functioning of competition, the basic assumption we 
make is that competition is effective because buyers and sellers have 
the requisite information as to values of products so as to be able to 
act in their own best interests when engaging in market transactions 
with one another. In our complex industrial economy, it must be 
admitted that not all consumers can obtain all the requisite knowledge 
on which to base a decision in their own best interests through their 
own investigatory methods. 

In view of new nutritional, packaging and advertising advance- 
ments in the field of food, the problem of informing the consuming 
public is a major one. One authority has indicated the extent of the 
problem in these terms:* He states that the possible economic losses 
from inefficient buying may run as high as twenty-five per cent, but 
even if the losses were only ten per cent, a median income family in 
1947 would have wasted some $253, and in 1948, the aggregate loss to 
the economy would have equalled about $17,000,000. Much of this 
waste can be traced to the inability of the individual consumer-buyer 
to choose the products best suited for his purpose. This paper will 
discuss some of the methods, adopted and proposed, that may help to 
solve this problem in the area of consumer food purchases. 


Many Indicia of Quality 
There are many possible indicia of quality and ingredients. The 
most obvious would be a listing of ingredients by name on the label, 
with or without the proportions in which they appear in the food. 
Another method is the use of standards of identity, of which there are 





1Coles, Standards and Labels for Con- 
sumers’ Goods (Ronald Press, New York, 
1949), p. 32. 
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basically two kinds—those in vogue in the United States, and those 
used in Canada.? Methods of indicating quality may be by minimum 
standards set by the government, industry, the individual producer or 
consumer groups, the use of brand names, the use of proper descriptive 
words which have some uniform accepted meaning or the adoption of 
the contentious proposal known as grade labeling. It is doubtful 
whether the solution lies in any one of these proposals. It is probable 
that under some conditions many of them are unworkable. Most likely, 
the solution will be found in a combination of some of the aforemen- 
tioned devices. 

Other possible guides to consumer buying could be by personal 
inspection of the goods, by reliance on the reputation of the retailer as 
a dealer in quality products, by reliance on the advice and aid of sales- 
persons (who may be no more skilled than the consumer-buyer), by 
the use of information obtained from advertising and, in some cases, 
by relying upon guarantees of quality by the producer, retailer or other 
competent authority such as consumer bureaus, trade associations and 
the like.* We may agree that all of these guides can be helpful, but 
in order for a statement or assertion as to quality to be most effective 
there should be a standard against which it can be measured or some 
degree of uniformity in the meaning of those assertions. We may 
generally agree, then, that in addition to the other aids and criteria, 
some establishment of standards or definitions is necessary. 

To say “food standards,” however, does not indicate a solution. 
We must decide what kind of standards shall be used, to what products 
they shall be applied and to what extent they should be applied to the 
exclusion of other methods. 








2 Canadian Food and Drugs Act of 1920, 8 See Coles, work cited at footnote 1, 
Chap. 27, Section 3(a) and regulations p. 26ff. 
issued pursuant to it. 
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Standards of Identity 


Pursuant to Section 401 of the Federal Food, Drug, and Cosmetic 
Act of 1938,* the Administrator has the power to set a definition and 
a standard of identity for any food. Presumably, a standard of identity 
for a particular food can be set because the consumer has customarily 
and reasonably expected that the food contains certain ingredients in 
more or less traditional amounts. The presence of these ingredients in 
proper amounts insures the economic integrity of the food under its 
common or usual name. 


It has been suggested that the reason for this protection is that 
persons do not read labels.’ While this writer does not know of any 
surveys taken by the legislative framers of the provision which would 
substantiate this assumption, it is not unlikely that where a food has 
a name generally associated with certain ingredients, consumers may 
rely on the common name or the appearance of the food and neglect to 
read the list of specific ingredients which may appear on the label. At 
any rate, there is a recognized need for some system of identity standards. 

It would appear that the need for these standards and the situation 
which would most warrant their use would be in foods to which com- 
mon understanding has attributed certain ingredients, rather than a 
wholesale extension of the system to all foods. There has also been 
a demonstrated need for identity standards where consumer confusion 
is likely to result, as in the sale of enriched foods, exemplified by the 
situation in the Quaker Oats case,® or where the names of several foods 
are used indiscriminately and interchangeably, as was one of the prob- 
lems attacked by the corn standards.’ 

Aside from the problem as to what foods need such standards, the 
question is presented as to what form the standard should take. Pres- 
ently, the standards take a “recipe” form—listing the ingredients, 
whether their presence is essential to the economic integrity of the 
food or not. The standard names all the mandatory ingredients in the 
proportion that they need be present and also lists other ingredients as 
optional. The ingredients named in the standard are the only ones per- 


mitted to be in the food. 





*52 Stat. 1046 (1938), 21 USC Section Dunn, Federal Food, Drug, and Cosmetic 
341 (1947). Act, 1938-1949 (Commerce Clearing House, 
5 Austern, ‘‘Section 403(g) Revisited,”’ 6 Inc., Chicago, 1949) p. 419, 318 U. S. 218, 
FOOD DRUG COSMETIC LAW JOURNAL _ 63S. Ct. 589 (1943). 
(1951) 181, 185. *CCH FOOD DRUG COSMETIC LAW 
* Federal Security Administrator  v. REPORTS { 2423; Finding No. 7 (1947). 
Quaker Oats Company, Kleinfeld and 
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It has been suggested,* and with much merit, that inasmuch as 
the purpose of these standards is to preserve the economic integrity 
of the food, this purpose could be served by merely prescribing the 
ingredients essential to this integrity and permitting the manufacturer 
to add any other substances that he deems fit. (Of course, they can’t 
be deleterious or violate the provisions of the Act against adulteration.) 
This would have the merit of permitting unessential changes in the 
formula without going through a government hearing and all that it 
entails, and it would also help to remove the fears that a product will 
be frozen because incentive to better it is blocked by too rigid a formula.’ 
It isn’t likely that improvement of products is hindered too much, be- 
cause the record of the food industry indicates constant effort in the 
direction of improvement of the nation’s food supply. Under the pro- 
posed method, however, changes could be made with greater ease. 
No useful purpose seems to be served by listing ingredients which 
are not necessary to the maintenance of the economic integrity of the 
product. 


Imitations of Standardized Foods 


The Jam case,’® recently decided by the United States Supreme 
Court, presents a problem of some economic significance. To recapi- 
tulate briefly the relevant facts of the case: The Federal Security 
Agency has set a standard of identity which, inter alia, states that fruit 
preserves must contain at least forty-five parts by weight of one of the 
fruit ingredients specified in the standard. The Food and Drug Ad- 
ministration seized a product which contained less than forty-five parts 
by weight of the fruit ingredients and which was clearly labeled “imi- 
tation jam.” The government claimed that the food was misbranded 
under Section 403(g) of the Act,” because it purported to be a stand- 
ardized product, and it did not conform to the standard. The manu- 
facturer-claimant argued that the Act protected his product, because 
it permitted the sale of imitation foods when they are labeled in con- 
formity with the requirements of Section 403(c)..* The Supreme 
Court held that the goods were not misbranded because they were a 
different food, so labeled as to be protected by Section 403(c).?° 




















8 Markel, ‘‘After Ten Years—Reviewing 1152 Stat. 1047 (1938), 21 USC Section 
Food Standards,’’ 6 FOOD DRUG COS-- 343(g) (1947). 
METIC LAW JOURNAL (1951) 191. 12252 Stat. 1047 (1938), 21 USC Section 


* Woodson, ‘‘Formulas and the Law,”’ 
18 Food Industry (1946) 1701. 

%” CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7193, Dkt. No. 363, October 
Term, 1950. 


343(c) (1947). 

13 While this article assumes that the 
case will be followed literally, there is the 
possibility that a distinction between nat- 
ural and fabricated foods will be made. 
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The case presented a difficult problem. If the Court held for the 
government it would have meant that a wholesome food which served 
the needs and satisfied the desires of a substantial number of people 
would be barred from the channels of interstate commerce. On the 
other hand, the actual decision of the Court presents the possibility of 
the future wholesale debasing of standardized products and a resultant 
destruction of the standards program. 

That the “imitation” product performs a useful function can scarcely 
be denied. It is a wholesome product which contains less of an expen- 
sive ingredient—which fact is reflected in the price. 


In the case of jam, (62 Cases of Jam... v. U. S., CCH Foop Druc 
Cosmetic Law Reports § 7193, Dkt. No. 363, October Term, 1950), the 
reply brief of the claimant-manufacturer contained the followimg table: 


Cost per Cost per 


Food Products Size Container Ounce 
Delicious Brand (imitation strawberry jam) 16 02z. 24¢ 1.5¢ 
Valamont Brand (pure strawberry jam) 12 oz. 38¢ 3.7¢ 
Welch Brand (pure strawberry jam) 10 oz. 36¢ 3.6¢ 
Delicious Brand (imitation grape jam) 31 oz. 36¢ 1.16¢ 
Valamont Brand (pure grape jam) 12 oz. 27¢ 2.0¢ 
Delicious Brand (imitation red raspberry jam) 31 oz. 4l¢ 1.32¢ 
Old Manse (pure red raspberry jam) 12 oz. 30¢ 2.5¢ 
Welch Brand (pure red raspberry jam) 10 oz. 3l¢ 3.1¢ 


The danger to the consumer in the use of imitation foods which 
most bothered the government was the use of the product where the 
ultimate consumer did not see the label (in restaurants, hotels and 
community dining places such as logging camps). It was feared that 
the appearance of the product which could not be distinguished from 
the standardized or “pure” food would deceive those consumers and 
lead them to believe they were eating “pure” preserves. 


Certainly, the fact that the ultimate consumer may be defrauded 
or fooled is not a problem peculiar to the marketing of products which 
imitate a food for which a standard of identity has been set. Similar 
problems are presented when an individual in a restaurant, or other 
place where he does not see the label, is served an imitation of a food 
for which no standard has been set; this same individual could be 
served tomato catsup or jam which conformed to the standard when 
manufactured but has been “watered” by the one serving him. He also 
faces the danger of being served a standardized product which is in 
reality an imitation of another standardized product, as is the case of 
neufchatel cheese being served in place of cream cheese, or oleomar- 
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garine being served in place of butter. The problem, then, is not at 
the manufacturer’s or producer’s level alone; it is also a problem of 
enforcing honest modes of dealing upon those who deal directly with the 
consumer in supplying him with food products which do not bear labels. 


Banning Imitations No Solution 

It is true that if imitations of standardized products are banned, it 
would allow the federal government and local agencies one more ground 
on which to prosecute those who would deceive the public, and aid 
in eliminating one source of possible deception to a very limited extent. 
But the problem of the regulation and vigilant policing of restaurants 
and like places would still be essentially unaffected. 

Local agencies would still have to detect those who deceived 
consumers through the sale of “watered” products and the serving of 
one legal product in place of another, contrary to a menu representa- 
tion. It is not unreasonable to conclude that if local agencies (or fed- 
eral agencies) could detect the use of “watered” products or neufchatel 
cheese being passed off as cream cheese, they could also detect “imita- 
tion” jam being served where the menu declared “jam” was being 
served. Of course, whether any of the mentioned frauds could be 
detected under present conditions of local enforcement is very doubt- 
ful. Banning the imitation product, however, does not materially aid 
the problem of detection of fraud at the consumer level, which is the 
basic problem confronting enforcement officials in this sphere of food- 
fraud problems. 

Furthermore, banning any cheap food would hurt those consumers 
for whom they serve a legitimate need, because, ordinarily, imitation 
foods should cost less than those products containing the more expen- 
sive ingredients. (There is the possibility of some kind of deception 
in the case where the product is “imitation” merely because of the 
addition of water. In such a case, the consumer may just be paying 
for water. In the case of jam, however, the situation is not too serious 
because its purpose is generally not to serve as a source of nutrition, 
but to encourage and make more palatable the eating of bread.) The 
saving of a few cents on an item of food is an important factor to many 
consumers. This is apparent from the tables on the following page which 
show the portion of income spent on food by families in various income 
brackets and indicates that the percentage is generally on the increase. 


To state that consumers will be benefited by cheaper items as- 
sumes that individuals read the information on labels and understand 
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Family budget of city worker—four- 
Average yearly expenditures of urban person family—City of Birmingham, 














families of two or more persons Alabama, as typical 
Money Percent Food 
imcome of expendi- Estimated total Food expendi- 
classand year families tures cost of budget tures 
$ 500-1,000 Oct. June Oct. June 
1935-1936 23.7 $ 328 1949 1947 1949 1947 
1941 10.9 324 $3,451 $3,338 $1,150 $1,128 
1944 5.2 434 
$1,500-2,000 
1935-1936 16.2 542 on a 
1941 18.3 574 This is an abstract from the table ap- 
1944 7 701 pearing in 72 Monthly Labor Review (Feb- 
; ruary, 1951), 152. It is a report on thirty- 
$3,000-5,000 four urban centers, of which Birmingham 
02¢ 102 - is about in the middle. In Bureau of 
1935-1936 6.8 819 Labor Statistics Bulletin No. 927, Birming- 
1941 16.6 949 ham was regarded as typical, and further- 
1944 34.2 1,078 more, at page 25 of that bulletin, it is 
pemerin concluded that the variance in food ex- 








This t table is from Coles, Standards and penditures is seldom more than $100 from 
Labels for Consumers’ Goods (Ronald city to city. Jt also indicates that the per- 
Press, New York, 1949), at page 19. centage spent on food is always rising. 





what they read. First, we must assume that an overwhelming majority 
will at least read the label in order to ascertain the type of product they 
are buying. This is borne out by a survey reported by the Grocery 
Manufacturers of America.** The survey reports that ninety-three 
per cent of those asked read the label information as to type of product. 
While it does not purport to be representative of a cross-section of 
the consuming public, we must assume that persons read labels for this 
purpose or else there wouldn't even be any point in requiring the name 
of a standardized product to appear on the label. Second, persons 
must read the ingredients listed on a label. In the G.M.A. survey, 
sixty per cent of those asked said that they looked for information as 
to ingredients. 

While the information in this survey comes from a group above 
the intelligence norm of much of the group we seek to benefit most 
by permitting the sale of properly labeled foods not conforming to a 
standard of identity, the subjects of the survey were made up of the 


4 Labe ls in 1 the Spotlight. “(pamphlet re- 
porting a survey for the Grocery Manu- 
facturers of America, Inc., August, 1946). 
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“white collar” group to a large extent (some of those interviewed were 
teachers, rural extension leaders, home economists and dieticians), and 
the nature of their incomes, which does not rise as rapidly as other 
groups in response to general price rises, would warrant our giving 
some important weight to the survey. 


Where we have a standard of identity for a food, the standard may 
still serve as a protection to the consumer. For those manufacturers 
who do not wish to supply the “cheap food” market, there is a standard 
against which they can measure whether their product is the “pure 
product,” and the fact that they conform to the standard will be made 
known to the consumer through advertising in the interest of protect- 
ing the integrity of the brand. Today, the overwhelming majority of 
people place some reliance on brand names when determining their 
purchasing choices.* This buying by brands has drawbacks in other 
aspects which will be discussed later, but where a standard of identity 
has been set, the brand and advertising can serve to inform the public 
as to the distinction between “pure” and “imitation” foods. This is a 
useful function which brand names and advertising can serve in con- 
junction with the standard of identity, acting as a point of standard 
reference. 

Furthermore, the appearance of the word “imitation” on their 
labels is not a practice which manufacturers generally will feel aids 
the sale of their product. Also, the labeling requirement will serve to 
warn prospective purchasers that the product is inferior to the general 
notion of jam. 


Extent of Nonconformance 

The introduction of imitations of standardized products can result 
in another source of consumer confusion, however. While the designa- 
tion of the product as imitation may indicate it does not conform to the 
standard of identity, that designation doesn’t indicate to what extent 
there is nonconformance. For example, there may be thirty-five, 
twenty-five or even fifteen parts by weight of fruit ingredients in the 
preserve product and the label would not indicate this. To counteract 
this danger, we must rely on informative labeling and an intelligent 
consumer. 


While the Act as it now stands has no such requirements, it could 
be amended to require the label to reveal the ingredients according 





1% This is indicated by the G. M. A. sur- 
vey, cited at footnote 14, and the Roper 
survey, cited at footnote 28. 
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to the proportions present in the product and also require a comparison 
with the standard product to appear on the label. While the law might 
supply an informative label, the intelligent consumer can only be 
developed by a process of consumer education. It does not seem wise, 
however, to deny to those who can read labels properly and to those 
who need a cheaper food, the right to obtain this food on the basis of 
possible abuses that have not as yet been adequately demonstrated. 

We may conclude that (1) there is a legitimate use for cheaper 
foods which imitate standardized foods and that (2) there is some 
evidence that persons read labels. While the G.M.A. survey does not 
warrant a conclusion that an overwhelming number of persons read 
labels intelligently, it serves to make us doubt the tacit or expressed 
assumption of many groups who believe that no substantial number 
of consumers read labels. 


‘Wait and See’’—Best Course 


Whereas logic in a vacuum of suppositions can lead us to almost 
any conclusion in respect to this problem, the wisest course to follow 
would be one of waiting to see what actually does develop. If there 
is much abuse at the consumer-dealer level where the consumer does 
not have an opportunity to read the label, the problem should be at- 
tacked at that point. If our experiences reveal that the inadequacies 
of the informative labeling system outweigh the need for “cheap” 
foods, we can then act at the producer level. 

In the meantime, intensive activity should be started in the direc- 
tion of educating the consumer to read informative labels in an intelli- 
gent manner. The possible solutions might be either (1) specifically 
amending the Act so as to overrule the Jam case or (2) making special 
rules for specific foods, such as milk or those foods for which a stand- 
ard was set in order to avoid confusion. As to the last category named, 
there is a serious immediate problem, because in situations such as 
appeared in the Quaker Oats case, where the decision to limit the foods 
in a particular category was directed at avoiding consumer confusion 
because there were too many of those foods, the introduction of the 
“imitation” type food would fly directly in the face of this purpose. 


Quality Designations, Standards and Information 
In approaching the problem of informing the consumer about 
quality characteristics of food products, I will present the various pro- 
posals and look to some of the available evidence to see how this evi- 
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dence should affect our choice of means, and what further evidence is 
needed before we should make a choice. 

The classical idea of a free market envisioned buyers and sellers 
exchanging goods on the basis of a price which reflected quantity and 
quality or use-value of the product sold.*° In other words, a buyer had 
to know how much he was getting and what he was getting. Even in 
the days when the doctrine of caveat emptor enjoyed greatest observ- 
ance, a set of compulsory standards as to weights and measures was 
used so that the buyer could determine how much he was getting. It 
was assumed, though, that through the buyer’s personal inspection, 
knowledge and experience, and by means of his personal ability or 
power to exact guarantees or contractual safeguards from a seller, the 
purchaser would be able adequately to determine and control what he 
was getting. This proposition presupposed a skilled buyer. It is prob- 
able that in an age when products were simple and not so varied, and 
when there wasn’t too much reliance on other members of the com- 
munity to supply ordinary needs, the concept of the skilled buyer had 
a substantial basis in fact. 

The development of the buyer’s skill, however, did not keep pace 
with the rapid development of the function it was called upon to per- 
form. The more complex and varied products became and the more 
individual consumers had to depend on others to satisfy their wants, 
the greater skill a consumer-buyer had to possess in order to make 
proper choices.'? With the introduction into the market of the many 
types of packaged and canned products, the opportunity for personal 
inspection of the goods before purchase was greatly reduced. The 
growth of urban centers greatly increased the number of consumer- 
buyers who were not equipped through personal experience to judge 
the many food products offered to them even in those instances when 
the goods were subject to personal inspection. Certainly, except in a 
long-run sense of eventually forcing the poorer producers out of the 
market, an individual consumer-buyer is not on equal bargaining terms 
with large food suppliers so as to be able to exact guarantees and other 
contractual safeguards for his protection. The law has recognized 
the existence of these inadequacies of the individual consumer-buyer 
in the form of statutes dealing with sanitation and other public health 





1% See Gallahue, Some Factors in the De- Hauck, work cited at footnote 21, 
velopment of Market Standards, Catholic notes at page &, that both ‘‘consumers 
University of America Studies in Eco- and retailers appear to be poorly informed 
nomics (Catholic University of America about quality and unskilled in recognizing 
Press, Washington, 1942), Vol. 9, Chap. IV. factors which indicate use value of these 

kinds of merchandise.”’ 
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problems, by the device of the implied warranty and the expansion of 
the duty of due care owed to a remote purchaser by a manufacturer. 
Undoubtedly, there are other safeguards imposed by law which come 
to the reader’s mind. Nevertheless, up until recently, we have left 
descriptions and measurements of quality entirely in the hands of a 
market mechanism which has radically changed since the days when 
the reasons for leaving it there carried greater weight. 

While there are some who long for the “good old days” of the 
simpler market, such a longing being both impracticable and undesir- 
able, economists, responsible producers and intelligent consumers have 
addressed themselves to the problem of how, in our complex modern 
economy, we can retain the advantages of a variety of goods resulting 
from competition among suppliers of these goods, and still be able to 
give consumer-buyers adequate information as to quality character- 
istics of food products to the end that he can know what he is buying 
at a given price. 

The Federal Food, Drug, and Cosmetic Act of 1938 authorizes 
the Administrator to set a standard of quality where in his judgment 
the setting of the standard will promote honesty and fair dealing 
in the interest of consumers.’* The standards that have been set pursuant 
to this power are basically what can be termed minimum standards. 
Products which do not meet the minimum may be sold under the dis- 
couraging conditions prescribed by the Act which requires the use of 
“crepe-labels.” 1® This type of standard, assuming that a valid mini- 
mum can be determined, serves the purpose of pointing out to the consumer 
those goods which it is generally recognized he does not want. 

The more bothersome problem is the indication of degrees of qual- 
ity in those goods offered for sale which meet the minimum standard 
and, in many instances, exceed it. Pointing to the practice of the 
Produgtion and Marketing Administration, and asserting other grounds 
of general desirability, a substantial, vociferous group has advocated 
the use of grade labeling at the consumer level. The claim is that the 
present practices of advertising and the emphasis on brand names 
tends to obscure significant differences in products to some extent. As 
a greater evil they decry the tendency of present marketing methods 
to create differences in the consumer’s mind where none actually exists 
or to emphasize differences which, in like products, should not be sig- 
nificant in the consumer’s choice.”° 





%52 Stat. 1046 (1938), 21 USC Section 2 See general discussions in Consumer 
341 (1947). Standards (Temporary National Economic 

#52 Stat. 1047 (1938), 21 USC Section Committee Monograph No. 24, 1941); Coles, 
343(h) (1947). work cited at footnote 1, pp. 66ff. 
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The argument in favor of grade labeling is basically an attempt to 
counteract the problems created by brand names and monopolistic 
competition. The argument is put forth with much cogency and merit 
that, where two products are exactly alike, the consumer should not 
pay more for one than the other because of a difference in brand name, 
or at any rate, if the consumer is given the information as to their 
likeness, he will choose the less expensive item because he will be 
getting more for his money.*? To convey this information, it is argued, 
the grade label has the advantage of simplicity, objectivity and a mode 
of expression that is suitable for purposes of comparison.” 


Point System's Dangers 


The Production and Marketing Administration in the United 
States Department of Agriculture uses a system of grade labeling 
which has as its basis the awarding of points for the presence of various 
quality characteristics in a commodity—the total number of points 
awarded the product determines its grade designation. The system 
was designed for the use of producers and distributors and those who 
loan them money with the product as security. Sometimes these 
standards appear on cans and other containers through the voluntary 
offices of the seller, and in other cases, these standards “can be readily 
used by the individual homemaker under certain conditions” because 
of the visual indication of the grade.** Meat grades are an important 
example of the latter. This system recognizes that quality is an im- 
portant factor in value, and it assumes that quality can be measured to 
some extent. One danger in the particular practices of the P.M.A. is 
that the food that is rejected or left in the fields is in many cases con- 
sidered undesirable from purely aesthetic grounds. We must be care- 
ful not to cater to our supposed aesthetic tastes at a price which we 
cannot afford. The system, however, does raise the general tuality 
of the particular product when it appears on the market. 

The proposal to expand the practice of grade labeling has caused 
much concern to those who favor the continued use of brand names 
and who fear that an extensive program of grade labeling will mark 





21 In one survey it was found that ‘‘when toral Dissertations No. 30 (Ohlo State 


branded foods were not identified by name 
or price, consumers frequently preferred 
goods of local or little-known brands over 
nationally advertised and higher priced 
brands. (Hauck, ‘‘Tests of Reliability of 


Brands and Retail Prices as Guides to the 
Quality of Selected Fresh and Canned 
Fruits and Vegetables,’’ Abstracts of Doc- 


University, 1939), p. 51, at p. 54.) 

2 Consumer. Standards, work cited at 
footnote 20, p. 19. 

23 A Consumers’ Guide to United States 
Standards for Farm Products (United 
States Department of Agriculture, Produc- 
tion and Marketing Administration, Mis- 
cellaneous Publication No. 553, 1947), p. 2. 
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the death of brand names. However, the experience of the grade-label- 
ing program in Canada would not support this fear, because differentia- 
tions of price still exist in goods of the same grade on the basis of 
brand, good will, etc., but the price spread in the same grade is smaller 
than before.** 

Arguments for Brand Name 


The defenders of brand-name use point to the fact that the interest 
of the manufacturer in maintaining the integrity of his brand has 
proved in the past an assurance to the consumer that high quality will 
be maintained. While this contention has much basis in fact, it does 
not necessarily answer the argument of the proponents of grade label- 
ing that (1) the brand name does not give any precise measure of 
quality or indication of use value and that (2) where two foods are of 
like quality they should be somewhere near each other in price and 
that this can best be accomplished when the consumer has some in- 
formation based on an objective standard to which he can turn. 

Recognizing that there is validity to these contentions, the brand- 
name defenders declare that the interests of the consumer in obtaining 
information can best be realized by a label that bears specific descrip- 
tive information, and not by a grade designation. To this end, the 
National Canners Association has published a Manual for Canned Food 
Labels.> A brief quotation from a statement by the association will 
explain its purpose :** “The voluntary program for labeling canned 
and glassed foods by description or specification is the development 
of ten or more years of patient work. Its goal is to provide consumers 
with information, by displaying conspicuously on labels, common 
words or terse phrases which describe or specify the important facts 
about the product.” 

It is the purpose of the program to tell the public what is inside 
a container by means of the use of common words and phrases (in 
addition to mandatory requirements). They intend to avoid compli- 
cated or technical terms and to use terms that are understood by the 
“largest possible number of people and therefore be as completely self- 
explanatory as possible.” 

In order for such a program to be effective, the association recog- 
nizes that “the word or phrase must always have the same meaning on 





*% Grade Labelling of Canned Foods in % How the Program for Voluntary De- 
Canada (Consumers Advisory Board, NRA, _ scriptive Labeling of Canned and Glassed 
1934 (mimeo.)). Foods has been Developed (National Can- 

23 Manual for Canned Food Labels (Na- ners Association, Washington, D. C.). 
tional Canners Association, Washington, 

D. C., constant revision and supplements). 
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EVERY LABEL.” That is, uniformity is an essential requirement 
for the success of the program. To this end, the association has pub- 
lished a check list of information that should appear on every label.* 


Problems In Common 


In any of the programs designed to set standards there will be 
some problems common to all: It must be decided what qualities 
should be measured ; what standards should be adopted ; how the pres- 
ence or absence of the quality can be most objectively determined ; 
what terms or devices will describe the quality most accurately and in 
a manner most suitable for purposes of comparison; and, of course, 
who shall decide all of these questions. 

\ survey conducted by Elmo Roper in 1941 will help to shed light 
on some of these problems. The survey was “A Study of Certain Atti- 
tudes of Women Toward Canned Fruits and Vegetables.” ** The find- 
ings of the Roper survey indicated that, while most of the public was 
satisfied with its experiences in canned foods, there are enough in- 
stances of unsatisfactory quality to indicate the need for continued 
vigilance ; that most people bought by brand and were unaware of the 
absence of any important information on the label; that there was very 
little active demand for grade labeling on the part of the housewife 
generally,?” but when the question of grade labeling was introduced 
specifically, more than half were receptive to the idea, but of these only 
26.1 per cent indicated a realization that grading is not an index to 
vitamin content and general nourishment. The most significant aspects 
of the survey were (1) the divergence of opinion as to what quality 
factors were the most important and (2) the fact that among those 
who agreed that a particular factor was important, there was a failure 
to agree upon what manifestation of the quality was most desirable.*° 


The divergence of opinion on quality factors is shown by the 
results of the Roper survey. When consumers were asked what things 
they considered when comparing peas, the following answers were 


given: 





7 Work cited at footnote 25, p. 21. 





desire by their refusal to pay high prices 


* Roper, “Report to the National Can- for low-grade goods. Also, see the con- 
ners Association,’ 20 Progressive Grocer clusion of Hauck, work cited at footnote 


21, at p. 54, where he concludes that ‘‘con- 


(September, 1941) 68ff. 
sumers respond readily to advertising de- 


** Compare Report of Chief, AM.S., 


United States Department of Agriculture, 
1939, which says consumers want grade 


labeling and are active in expressing this 


signed to arouse grade consciousness.”’ 
* Roper survey, cited at footnote 28, 
p. 216. 
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size of peas or uniformity of size 
taste-flavor-sweetness 

tenderness 

brand 

color 

variety or type 

price 

maturity, ripeness 

size of can—quantity or weight 
firmness 

quality 

freshness when canned 

grade 

amount of liquid (prefer little or less) 
where grown 

other 

don’t know 

don’t use or buy 


— re be 


os 
oe fe pees 
N@OuUA wns Uito 


N 


t 





Using the recall method and asking the interviewees (a) to choose 
four from a list which they consider the most important, and (b) to 
choose the one of the four they would pay the most attention to and 
(c) the one of the four they would pay the least attention to, the 


results were: 








size of peas 
color of peas 


tenderness 


whether 


don’t know 


70 (a) 
clearness of liquor 18.8 
65.1 
38.4 
whether all of same size or varied 98 
whether all of same color or not 5.1 
‘ 69.0 

a small number of peas are broken or 

have broken skins 13.1 
how mature or ripe the pea is 16.1 
flavor or taste 63.7 
amount of contents 15.2 
seasoning (salt and/or sugar added) 10.4 
variety: whether “early June,” “sweet” or “sugar” 30.0 
whether the peas are smooth or wrinkled 18.9 
2.0 
3.8 


don’t use 


%o(b) % (c) 
3.6 5.5 
18.1 21.2 
3.0 15.2 
6 5.3 
3 ye. 
19.3 3.4 
14 5.0 
3.6 2.9 
35.6 18 
1.8 6.0 
1.0 4.4 
6.9 9.5 
2.0 7.4 
2.8 10.2 





Similar results were reported in the case of canned peaches. 


clusions. 
presently in use or are unaware of a lack of information on labels does 
not indicate that labels are adequate in their present form, but may 


Conclusions from Roper Survey 
From the results of this survey we can draw some general con- 
First, the finding that consumers are satisfied with labels 
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only emphasize the point that generally the consumer is ignorant 
and unskilled in choosing products for use value, and he is unaware 
that he hasn’t enough information upon which to base a proper choice. 
Second, that the large diversity of opinion as to what quality factors 
are important and which are the most desirable indicates the major 
obstacle to the adoption of a grade-labeling system on any basis. 


It is doubtful whether a designation such as A, B or C can ade- 
quately describe to a consumer which factors of quality are being 
measured and which were considered desirable by the grading author- 
ity. There would be a major job of educating the consumer as to 
what the standard meant and a highly difficult task of choosing the 
factors to be measured. For example, while 16.1 per cent of the persons 
interviewed in the Roper survey indicated that they thought maturity 
of peas was one of the four quality factors most important to them, 
this in itself being a rather small group, there was a significant split 
even among this group as to whether younger or more mature peas 
were the more desirable. In view of this, it would seem that grade 
labeling would serve very little useful purpose in foods where tastes 
and desires are widely diversified. The grade label, however, can 
serve a purpose where there is general agreement as to what is most 
desirable in a food product. Such agreement should be as hard to find 
in the field of food quality as in any other decisions involving essen- 
tially aesthetic judgments. Perhaps the quality designation of beef 
enjoys some degree of accuracy, but it is doubtful if it has been too 
useful because of the lack of publicity and knowledge on the part of 
the consumer as to the meanings or existence of the designations.™ 


Need for Consumer Education 

A major obstacle to the introduction of an extensive grade- 
labeling system is that the public must be taught what grades mean. 
Apparently many do not know what to expect from a grade designa- 
tion.** While those who advocate a strong system of grade labeling 
point to the confusion caused by brand names, the confusion that 
would be caused by the introduction of grade labeling would be similar 
if the Roper survey is at all reflective of public knowledge and desires.** 





% See Ashley and others, Retailer and 
Consumer Reaction to Graded and Branded 
Beef (University of Illinois Agricultural 
Experimental Station Bulletin No. 479, 
1941). The situation has changed since 
this survey was made because the grading 
system has been somewhat altered. It is 
doubtful, however, if the basic difficulties 
have been avoided. 


32 See Roper survey, cited at footnote 28, 
p. 69. 

% Hauck, work cited at footnote 21, at 
p. 55, warns that although there is con- 
sumer ignorance and confusion, more grad- 
ing is not the necessary answer; although 
he does generally favor grading where 
possible and feasible. 








ee 
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An intensive period of consumer education would be necessary to make 
these designations meaningful, and a new terminology would have 
to be adopted by the consumer. While the grade label may have the 
apparent merit of simplicity, this virtue is more apparent than real. 
The problem of quality evaluation is in itself an intricate aesthetic 
process, and in order to understand the grade label we would be 
requiring the consumer to know what the label is intended to signify 
—otherwise the label is useless. The necessity and desirability that 
the consumer be able to translate the grade into specific quality 
factors requires that he have knowledge of the evaluative process 
employed by the grading authority. The difficulties involved in the 
consumer’s being able to translate the grade into a usable concept 
belies any strong claim of simplicity that can be made for the grade 
label. The claim of ease of comparison suffers from the same drawback. 


In summary, the difficulties in choosing the factors to be measured 
and in deciding which ones are desirable, plus the problem of educating 
the consumer as to the meaning of the grade designation, present 
serious obstacles to an effective program of grade labeling. On the 
other hand, the descriptive label using common, self-explanatory terms 
whose meanings will be uniform on all labels can help to solve the 
problem of informing the public, and it is not subject to many of 
the objections raised against grade labeling. 


In both plans there is the problem of finding adequate measuring 
devices. Some qualities, such as flavor and aroma, cannot really be 
measured and to couch attempts to measure them in terms which 
indicate precision is really nothing more than pseudoscientific effort. 
But size, variety, color, degree of maturity, freedom from blemishes 
and, perhaps, tenderness can, to a lesser or greater degree, depending 
upon the product, be measured, described or determined. 

There arises another real problem of what agency shall enforce 
whatever standard is adopted. The most desirable situation would be 
for industry to regulate itself, but if this does not prove feasible, we 
must remember our object is to have an economically wise consumer, 


and a government agency staffed with personnel as competent as 
is found in the FDA could effectively enforce a requirement of truth- 
ful labeling. Certainly, it would be to the interest of a reputable 
manufacturer that his competitor be obliged to represent mature peas 
as “mature” and not as “very young,” and if he cannot oblige the com- 
petitor so to act, the compulsive hand of the government can serve a 
useful purpose. [The End] 





Public Health Law Reform 


in Pennsylvania 











“Laws Often Include the Vestigial Remains of the Obsolete Science" 


N 1948, two significant public health surveys were completed in 
Pennsylvania and reports of the results of the investigations were 
published. The United States Public Health Service conducted a sur- 
vey of the public health situation in Pittsburgh,’ and the American 
Public Health Association carried on a similar survey for the State of 
Pennsylvania and published its report entitled Keystones of Public 
Health for Pennsylvania.2, While recognizing the accomplishments made 
in the field of public health in Pittsburgh and in Pennsylvania gen- 
erally, both survey reports recommended a great many changes in 
the organization of official public health agencies and in the types and 
quality of services rendered for the promotion of the public health. 
The City of Pittsburgh, in the spirit of its remarkable postwar 
resurgence, immediately set about to effect a thorough-going struc- 
tural reorganization of its Department of Public Health as well as to 
infuse new blood into the department by bringing in professional public 
health personnel from various parts of the country. The State of 
Pennsylvania acted more slowly, but since the appointment of Dr. 
Russell E. Teague as Secretary of Health, there has been a similar 
dedication to the improvement of public health services in the state.® 
One of the “keystones” of the American Public Health Associa- 
tion’s survey report was the need for codification and revision of the 
public health laws of the state. The Pittsburgh survey report recom- 
mended similar action with regard to city public health legislation. 





1 Survey Report, Department of Public conducted in Philadelphia by the Health 
Health, Pittsburgh, Pennsylvania (Public and Welfare Council of Philadelphia and 
Health Service, Federal Security Agency, a report published in March, 1950. 
September, 1948). ?See editorial, ‘‘Pennsylvania on the 

2 Keystones of Public Health for Pennsyl- Band Wagon,"' 41 American Journal of 
vania (American Public Health Association, Public Health (March, 1951) 336. 

1948). A public health survey was also 
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The health authorities of the State of Pennsylvania and the City of 
Pittsburgh, seeking a research organization which could provide the 
facilities and personnel for full-time legal research, requested the Uni- 
versity of Pittsburgh School of Law to undertake the necessary work 
to implement the recommendations with regard to public health law 
reform. With generous financial support from the A. W. Mellon Edu- 
cational and Charitable Trust of Pittsburgh, the University of Pitts- 
burgh School of Law established the Public Health Law Research 
Project in June, 1949. Later, the University of Pennsylvania School 
of Law also joined in the project. 

The project is under the general supervision of the Dean of the 
University of Pittsburgh School of Law, Dr. Charles B. Nutting, a 
former Associate Solicitor for the United States Department of Agri- 
culture. Dean Nutting appointed Professor Harold Gill Reuschlein as 
director of the project. Several law graduates of the University of 
Pittsburgh and one from the University of Pennsylvania, all former 
members of their respective schools’ law reviews and now members 
of the bar, were appointed research fellows to undertake the work of 
the project. The Graduate School of Public Health, recently estab- 
lished at the University of Pittsburgh under the leadership of Dr. 
Thomas Parran, provides the project with expert guidance in the 
administrative and technical aspects of public health. 





‘At the present time, the project staff with the project from its inception until 
at the University of Pittsburgh is com- January, 1951, Grace D. Moore and Nancy 
posed of David W. Craig, Jerome A. Early Welfer. The work at the University of 
and the writer. Harry W. Fawcett serves Pennsylvania is in charge of Professor 
with the project on a part-time basis. Carroll C. Moreland, and until recently, 
Former members of the project staff in- the full-time research was conducted by 
clude James C. Kuhn, Jr., who served John T. Macartney. 
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The ultimate aim of the group is the preparation of model public 
health codes for the state and the City of Pittsburgh which will con- 
form to the best modern public health practice as well as to the highest 
standards of legislative drafting. The initial task undertaken by the 
project was the collection and analysis of the existing public health 
laws and regulations of the state and the City of Pittsburgh, in order 
to familiarize those engaged in the research with the content and scope 
of public health legislation as well as to gauge the problems of revision. 


Compilation of Pittsburgh’s Public Health Laws 


A by-product of this first step of collection of the laws and regula- 
tions was the preparation of a compilation of all the state laws and 
regulations and city ordinances affecting the administration of public 
health in the City of Pittsburgh. The compilation, entitled Public 
Health Laws of the City of Pittsburgh, was published in December, 1950.° 
The statutory material contained in the volume is liberally annotated 
with comments discussing legislative history and administrative prac- 
tice as well as the decisions of the lower and appellate courts of Penn- 
sylvania and the opinions of the state Attorney General which have 
interpreted the various laws. 


The book is the product of intensive legal research and numerous 
interviews with public health and other officials of the city and state 
governments. It is hoped that the insight gained into administrative 
practice will not only provide valuable background knowledge of en- 
forcement and procedure in the fields of municipal regulation of sanita- 
tion and disease control, but will also serve as a basis of judgments 
with regard to the adequacy and effectiveness of legislative programs 
in the field of public health. In addition, it is expected that, pending 
revision of city public health legislation, the compilation will serve as 
a convenient and informative handbook for city public health personnel. 


In order to be of maximum utility to the city’s public health offi- 
cials, the compilation was arranged on a functional basis according to 
the bureaus of the department; that is, each chapter, with some excep- 
tions, sets out all the laws and regulations administered by a particular 
bureau. This functional arrangement should not detract from the 
utility of the book for readers not officially connected with the city’s 
health activities because it contains a comprehensive general index and 





5 Public Health Laws of the City of American Journal of Public Health (April 
Pittsburgh (School of Law, University of 1951) 466. 
Pittsburgh, 1950). For a review, see 41 
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tables of statutes, regulations and ordinances which furnish an ade- 
quate guide to the laws according to their subjects. 

In order to provide those using the compilation with a general 
understanding of Pittsburgh’s municipal government, the first chapter 
of the compilation is devoted to a discussion of the structure of the city 
government, its corporate powers, the laws governing personnel ad- 
ministration and the methods of enforcement of municipal legislation. 

The second chapter deals specifically with the Department of 
Public Health, setting forth the laws governing its organization and 
its powers and duties. The next eight chapters relate to the operating 
bureaus of the department, and cover communicable-disease control 
(with separate chapters devoted to tuberculosis and venereal disease), 
vital statistics, maternal and preschool health services, school health 
services, public health nursing, smoke prevention and environmental 
sanitation. 

The last of these chapters, Chapter X, dealing with the Bureau of 
Sanitation, covers the bulk of the health legislation pertaining to the 
city and, as a matter of fact, takes up almost one half of the book. In 
the Bureau of Sanitation are the divisions of engineering administra- 
tion, food control, milk control, general sanitation, industrial health, 
plumbing and house drainage and weights and measures. Although 
the laws and regulations relating to weights and measures have no 
relation to public health, they are included in the compilation because 
in Pittsburgh the Department of Public Health is responsible for the 
regulation of weights and measures. 

Chapter XI deals with hospital administration in the city and 
Chapter XII contains the laws and ordinances governing various mis- 
cellaneous activities having some relation to public health, such as 
refuse collection and disposal, noise control, water distribution and 
weed control, which are carried on by departments of the city govern- 
ment other than the Department of Public Health. 


Food Sanitation 


One of the most illuminating revelations of the compilation is the 
confused state of food sanitation in Pennsylvania, both with regard 
to legislation and administrative practice. Under an 1895 act, which 
sets out the basic health powers of the City of Pittsburgh, the city 
has broad power to regulate food sanitation. Pursuant to that power, 
the city in 1910 and 1911 enacted a great many food ordinances dealing 
with the adulteration and misbranding of foods generally and the regu- 
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lation of the sale and processing of specific food products such as fish, 
baked goods, confections, meat, fruits and vegetables, eggs, vinegar, 
lard, oysters, fruit syrups, jellies and preserves, cheese, nonalcoholic 
drinks, oleomargarine, milk and ice cream. 


Both before and after the enactment of these ordinances, however, 
the state enacted many food laws dealing with these same food prod- 
ucts. The administration and enforcement of most of these laws was 
vested in the state Department of Agriculture, and administration of 
the laws relating to milk and restaurant sanitation was conferred upon 
the state Department of Health. With the exception of milk and res 
taurant sanitation, the state food laws do not provide for local admin- 
istration and enforcement of the regulatory programs set up by the 
statutes, although they do not expressly prohibit local regulation. It 
is interesting to note that there is also some overlapping between 
departments of the state government with regard to food regulation. 
For example, ice cream sanitation is governed by two laws—one, the 
Ice Cream Law of 1949 which vests control in the state Department of 
Agriculture and does not mention local enforcement, and the other, 
the Milk Permit Law of 1935 which includes ice cream in the definition 
of the dairy products covered by the act. The latter statute provides 
for its administration by the state Department of Health and permits 
local regulation. 


Problem of Preclusion 

The principal legal problem which arises from the mass of state 
and local food legislation is whether the state food laws preclude the 
City of Pittsburgh from exercising its powers in that field. The lead- 
ing Pennsylvania cases on the question of conflicts between state and 
municipal legislation have held that local action may be precluded not 
only if there is an express prohibition in a state law against local ad- 
ministration, but also if a legislative intent that the state pre-empt the 
field with regard to a particular activity can be implied from the terms 
of a state law.° Though the legal principle is fairly clear, the obvious 
difficulties in determining when there is and when there is not an im- 
plied intent to have the state pre-empt a particular area of govern- 
mental activity are readily apparent. A clear-cut definition by the 
state legislature of the powers of the state and local governments in 
the field of food sanitation is sorely needed. 





*See e. g., Girard Trust Company uv. problem is discussed in Public Health Laws 
Philadelphia, 336 Pa. 433, 9 Atl. (2d) 883 of the City of Pittsburgh, work cited at 
(1939); Grisbord v. Philadelphia, 148 Pa. footnote 5, pp. 356-357. 

Super. 91, 24 Atl. (2d) 646 (1942). The 
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Constitutional Limitations 


There is another serious problem arising from the concentration 
of food sanitation control in the state. The Department of Agriculture 
has only a relatively small force of field inspectors to cover the state, 
and as a result the quality of the regulatory program suffers. In fact, 
the state’s legal power to appoint food inspectors is in some doubt 
because of a constitutional provision prohibiting the creation of any 
“State office . . . for the inspection or measuring of any merchandise, 
manufacture or commodity. "7 Though there have been several 
cases in which this constitutional provision was raised, there has been 
as yet no direct appellate court ruling as to whether or not it forbids 
the state to appoint food inspectors.’ This constitutional limitation is 
one of the obsolete relics of Pennsylvania's 1874 Constitution, and the 
courts will no doubt continue to avoid its direct application so as not 
to paralyze entirely the state’s food sanitation program. 

The American Public Health Association’s survey report on Penn- 
sylvania did not contain any conclusive recommendations with regard 
to food control. Two of the principal recommendations of the survey 
report were the establishment of local health units throughout Penn- 
sylvania to render all direct public health services and the reorganiza- 
tion of the state Department of Health into a supervisory agency 
which would establish and enforce standards of performance of local 
health services. 

The establishment of local health units, however, would not solve 
the basic problems in the field of food sanitation because, as was indi- 
cated previously, the control of that activity on the state level is vested 
almost entirely in the Department of Agriculture. 

It may be desirable to transfer responsibility for food sanitation 
to the state Department of Health, or it may be wise to leave general 
supervision over food sanitation in the state Department of Agriculture 
but provide for the administration and enforcement of the food laws 
by local health units, or there may be some other solution. The project 
has not had an opportunity as yet to study the problem fully. 

After the compilation of Pittsburgh’s public health laws had gone 
to press in the fall of 1950, a start was made in the collection and study 





™ Pennsylvania Constitution, Article III, 
Section 27. The remainder of the section 
provides that ‘‘any county or municipality 
may appoint such officers when authorized 
by law."’ 

® See, e. g.. Commonwealth v. 
217 Pa. 


Warren, 
163, 66 Atl., 322 (1907): Kucker v. 


Sunlight Oil & Gas Company, 230 Pa. 528, 
79 Atl. 747 (1911); and Commonwealth v. 
Spencer, 28 Pa. Super. 301 (1905). The 
problem is discussed in Public Health 
Laivs of the City of Pittsburgh, work cited 
at footnote 5, pp. 358, 675-676. 

















PAGE 460 FOOD DRUG COSMETIC LAW JOURNAL—JUNE, 1951 


of all the state public health laws with a view to preparing a model 
state public health code in time for the 1953 session of the Pennsylvania 
General Assembly. It was not possible to frame a comprehensive 
health code for consideration in the 1951 session of the General As- 
sembly in the short period of time remaining in 1950. 


After the gubernatorial election of 1950, however, Governor-elect 
Fine, seeking to fulfill his party’s platform promise to carry out the 
recommendations of the American Public Health Association’s survey 
report, requested the project to submit to him suggestions for legisla- 
tion to implement one of the principal recommendations of the survey 
report—the establishment of local health units. The project drafted 
a comprehensive set of proposals for the permissive establishment of 
local health units in Pennsylvania on a county or multicounty basis. 
It is expected that enabling legislation for the establishment of local 
health units along the lines recommended by the project will be intro- 
duced in the present session of the Pennsylvania Legislature. 


Though the publication of the compilation of the public health 
laws affecting the City of Pittsburgh has met with favorable response, 
time does not permit the preparation of a similar compilation of all the 
public health laws of the state. Rather, the project has resumed the 
arduous task of preparing a model health code for Pennsylvania to be 
ready by 1953. 


Goal—tegislative Pattern 


Initially, the project staff will attempt to proceed as far as possible 
in the revision process without seeking outside expert advice on the 
substantive aspects of public health. All the legal problems of the 
resolution of conflicting statutes, the repeal of obsolete laws, the im- 
provement and clarification of the language of existing legislation and 
the organization of the various public health materials into articles or 
chapters of a code will be ironed out first. On the nonlegal side, the 
project staff will try to determine from all the available sources at its 
command—such as the survey reports that have been previously men- 
tioned, the public health laws of other states and similar materials— 
what changes should be made in the substantive content of the laws. 


The next step will be the preparation of tentative drafts of various 
chapters or sections of the proposed code which will include detailed 
annotations containing digests of the present provisions of any ap- 
plicable laws as well as the sources of the changes proposed in the 
drafts. The tentative drafts will then be submitted to small, consulta- 
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tive technical committees, or individual, expert consultants, for review. 
In addition, advice on broader policy questions will be sought from 
representatives of city and state health departments as well as from 
various civic, labor, business and professional groups. Finally, the 
product of all these combined efforts will be fitted into a legislative 
pattern by the project staff. 


Need and Value of Project 


After the work on the model state health code has been completed 
and the health powers of municipalities have been clarified, the final 
task of the project, according to present plans, will be the preparation 
of a model city health code for Pittsburgh. The procedure in the prep- 
aration of the city code will follow the steps outlined above for the 
preparation of the state health code. 

A paragraph from an article describing the work of the project, 
which appeared in the June, 1950 issue of the American Bar Association 
Journal, summarizes in succinct fashion the need, purpose and ultimate 
value of the work which has been undertaken for the improvement of 
the public health laws of Pennsylvania: 

Public health laws suffer not only from indifferent draftsmanship to which 
so many state and local laws are heir, but also from the fact that science has 
moved rapidly in the past fifty years. Laws often include the vestigial remains 
of the obsolete science; they are geared to the medical knowledge of 1900 or 
1920 rather than that of 1950. Codification is no mere problem of ironing out 
verbal and legal inconsistencies. To create a code that will most effectively 
serve the present and the future requires the closest kind of collaboration among 
legal, administrative and scientific personnel. It is hoped that at Pittsburgh, 
through the school of law, the school of public health, the Institute of Local 
Government [of the University of Pittsburgh], and the collaboration of city 


and state agencies, codes may be created that will be a major demonstration 
of the value of cooperation among the several professions and government 


officials.” ° 
[The End] 








STARE DECISIS 


All the sentences of precedent judges that have ever been 
cannot altogether make a law contrary to natural equity. 


—Hobbes: Leviathan 








*36 American Bar Association Journal 
(June, 1950) 498. 
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HE PAST FEW MONTHS have been exceedingly fruitful 

in the number of opinions that have been rendered interpreting 
various provisions of the Federal Food, Drug, and Cosmetic Act. I 
cannot recall any period during the past several years when anywhere 
near the number of important decisions were handed down during the 
same period of time. Another unusual occurrence during this period 
was that in one week the Food and Drug Administration lost three 
important cases. 

During a three-month period it was established: (1) a standard- 
ized food may be imitated, (2) there can be no economic adulteration 
except by comparison with a defined superior product, (3) the unex- 
plained opinion of an expert is of small probative value in standard 
hearings, (4) refusal to permit entry and inspection at reasonable times 
violates the law, (5) the presence of trinkets among the candy and gum 
in a vending machine constitutes adulteration, (6) printed matter must 
have some relation to the food or drug to constitute “labeling,” and 
(7) “green” coffee is food. 

In addition, two opinions were rendered interpreting the right to 
remove seizure actions from the district where the seizure was made. 
Also during this period a final consent decree was issued in the Myt- 
inger and Casselberry case in which allowable claims in respect of vita- 
min and mineral products were defined at some length. Each of the 
foregoing cases will be briefly discussed hereafter. 


Imitation Jam and the Jam Standard 


The facts and the lower court’s opinon in this case have been 
reported in the March, 1950 and September, 1950 Foop Druc Cosmetic 
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In This, His Last Quarterly Article for the Journal, the Author's 
Analyses and Commentaries Include the Jam case, Bireley's, Cream 
Wipt, Mytinger and Casselberry and Green Coffee. Mr. Depew Says 
That the Past Quarter Has Seen Many Important Food Cases Decided 





Law JouRNAL, at pages 79 and 614, respectively. On appeal to the Supreme 
Court, it was held that a product labeled as an imitation did not purport 
to be the standardized food. The Court refused to accept the position 
of the Food and Drug Administration, which was that the product 
could not be labeled “imitation jam” and introduced into interstate 
commerce, for this would “represent” it as the standardized food, “jam.” 

The product was held to purport and represent itself to be only 
what it was—an imitation. In conclusion, the Court stated that if Con- 
gress wished to provide that nothing could be marketed in likeness of 
a food defined by the Administrator, though accurately labeled, entirely 
wholesome and perhaps more within the reach of the meager purse, 
then it was up to Congress to do so. The Court was of the opinion that 
Congress had indicated a contrary intent and that the Administration's 
position in the case resulted from a misconception of what was written 
in the Quaker Oats case. (62 Cases, More or Less, Each Containing Six 
Jars of Jam, Assorted Flavors, etc. v. U. S.. CCH Foop Druc CosMETIc 
Law Reports § 7193, 71 S. Ct. 515.) 

It appears to follow from the opinion in this case that any food 
product which would otherwise purport to be a standardized food may 
be sold if it is labeled as an “imitation” of the standardized food. The 
meaning of the word “imitation” in the Act, as it relates to standardized 
food, thus seems to be that it is applicable to any food product which 
is different from the standardized food product. Thus, it is now pos- 
sible to sell any food product as an imitation if it differs in any respect 
from the standardized food, so long as it is properly labeled as an imi- 
tation. To this extent, the decision has clarified the meaning of the 
word “imitation” as used in the Federal Food, Drug, and Cosmetic Act 
and in the various state food and drug laws. However, the meaning of 
the word “imitation” as it applies to unstandardized food products 
seems to be as uncertain as ever. 
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Orange Drink Not Adulterated 

The facts and opinion of the trial court were reported in the June, 
1950 Foop Druc Cosmetic Law JourNAL, at page 362. The court of 
appeals reversed the decision of the district court and remanded the 
case to the district court for further proceedings. The court of appeals 
ruled that a literal interpretation would require that artificial soft orange 
drinks of this kind should be considered to be better than they are if 
they appear to the consumer to contain more orange juice than the 
amount actually present in the product. 

The court concluded that such a statutory test would be unrea- 
sonable because it would require the manufacturer in the first instance 
to anticipate such speculative and even whimsical questions as a 
customer’s guess as to whether such artificial beverage contains five 
per cent, six per cent, seven per cent or some other percentage of orange 
juice. It was ruled that the proper test was whether or not the ordinary 
consumer would confuse the product with undiluted orange juice. 

As the jury was left free to find economic adulteration if it con- 
cluded merely that consumers considered the drink less diluted than 
in fact it was, it was found necessary to have a new trial on this issue. 
In addition, it was held that the testimony and exhibits showing the 
harmful and painful effects of lack of vitamin C in the diet were objec- 
tionable and had a tendency to prejudice the jury. This type of evi- 
dence was held incompetent as the exigencies of proof did not make 
it necessary and important that the case be proved that way. (U. S. 
v. 88 Cases, More or Less, etc., Containing an Article Labeled in Part 
“Bireley’s Orange Beverage,” CCH loop Druc Cosmetic Law REPoRTS 
{| 7199 (CA-2, March 23, 1951).) 

This is the first major setback the Food and Drug Administration 
has had in any proceedings it has brought against foods alleged to be 
economically adulterated. The court cited the previous cases with 
approval, but decided that they had no applicability to the type of non- 
carbonated soft drinks involved in this proceeding. 

An interesting sidelight in the case was the fact that an objection 
was made to the admission by the district court of certain surveys 
taken on behalf of the government, on the ground that they were 
hearsay. It was ruled that the hearsay objection was unfounded. The 
material was offered wholly to show as a fact the reaction of ordinary 
householders, and others of the public generally, when shown a bottle 
of Bireley’s Orange Beverage. Only the credibility of those who took 
the statements was involved and they were before the court. 
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Salad Dressing Standard Set Aside 

A petition was filed to set aside the order of the Federal Security 
Administrator establishing a standard for salad dressing on the ground 
that it did not permit the use of cream and milk in substitution for part 
of the water normally present in the starchy paste base of salad dressing. 

The only testimony of record which tended to support the finding 
of the Administrator that such ingredients should be excluded was 
that of Henry A. Lepper, a chemist who is Chief of the Dairy and 
Cereals Section of the Food Division of the Food and Drug Administra- 
tion. He stated that the purchaser of salad dressing which contains 
five per cent or less of milk or cream and which is labeled as containing 
milk or cream without indicating the amount, would be misled even 
though the statement was truthful. The court ruled that it did not appear 
upon what basis the witness concluded that consumers purchasing salad 
dressings are influenced substantially by notions of the relative nutritive 
values of competitive products, and that the unexplained opinion of 
the witness provided very slight support for a conclusion that cus- 
tomers would give enough attention or attach such importance to the 
supposed effect of cream or milk truthfully advertised as a component 
of salad dressing to be misled as to the virtue of the product. The 
standard was set aside and the proceeding remanded to the Administrator 
for rehearing on this issue. (Cream Wipt Food Products Company v. 
Federal Security Administrator, CCH Foop Druc CosMetic Law REpPoRTS 
{7198 (CA-3, March 21, 1951).) 

In reaching the conclusion that the standards should be set aside, 
the court followed the teaching and admonition of the Supreme Court 
in the case of Universal Camera Corporation v. National Labor Relations 
Board (19 CCH Lasor Cases § 66,191, 340 U. S. 474, 490), decided 
February 26, 1951. 

This recent case of the Supreme Court’s interpreting the Ad- 
ministrative Procedure Act has reversed what had been the general 
trend of decisions in recent years—-to accept the findings of an adminis- 
trative body if supported by some evidence. The Supreme Court ruled 
that such findings must be supported by substantial evidence and that 
substantiality must be determined in the light of all that the record 
relevantly presents. The Supreme Court further indicated that the re- 
viewing courts must be influenced by a feeling that they are not to 
abdicate the conventional judicial function. 

An information was filed against the president of the Washington 
Dehydrated Food Company and the operator and custodian of a food 
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factory owned by said corporation on the grounds that the defendant 
refused to permit two inspectors of the Food and Drug Administra- 
tion to enter and inspect the building. The defendant moved to dis- 
miss the information on the grounds that it did not charge a violation 
of the Federal Food, Drug, and Cosmetic Act, and that Congress could 
not constitutionally make it an offense for the owner or manager of 
premises to refuse permission to enter for the purpose of obtaining 
evidence for criminal prosecution against such owner or manager. 

The court ruled that the protection of the Fourth Amendment of the 
Constitution relative to unreasonable search and seizure is not violated 
by the Act. It is a fundamental rule that constitutional immunities 
from search are waived to a limited extent by those who engage in a 
business regulated by law. The court ruled that there was no merit to 
the contention that refusal to permit entry and inspection is not pos- 
sible unless permission was first granted, or, in other words, the owner 
had once granted permission and then changed his mind. This provi- 
sion of the law was interpreted as requiring the securing of permission 
only in order to have inspections made at reasonable times. (U. S. v. 
Cardiff, CCH Foop Druc Cosmetic Law Reports § 7188 (DC Wash., 
January 23, 1951).) 

Trinkets in Vending Machines 

The contents of two slot machines were labeled as adulterated 
food on the ground that they contained deleterious and nonnutritive 
substances, consisting of some metallic and plastic trinkets. One slot 
machine contained gum and the other contained candy. The gum was 
in the form of a small marble less than one-half inch in diameter, while 
the candy was somewhat smaller, being a candy-coated peanut. The 
trinkets were of plastic and metal in the design of animals, clocks, hats, 
boots, balls, rings and lapel pins. They were in bright and varied 
colors, like the units of gum and candy. Except for the balls, the 
trinkets differed in shape from the gum and candy—some were smaller and 
others larger. 

The contention of the claimant was that neither the candy nor the gum 
contained the trinkets, but that the trinkets were lures to prospective 
purchasers of the gum, and that the candy and gum had within them 
no deleterious or nonnutritive substances. 

The court was of the opinion that the indiscriminate confusion of 
the trinkets and candy and trinkets and gum, especially in the low 
ratio of the trinkets, resulted in an indistinguishable mass of food, and 
that the articles of food would contain the trinkets within the purpose 
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of the Federal Food, Drug, and Cosmetic Act. While the trinkets were 
not edible, the court felt that they were easily aspirated and readily 
swallowed. As customers of these slot machines were neighborhood 
children, the case against the food was considered stronger when con- 
sideration was given to the imprudence and heedlessness of these 
penny patrons, never too discerning in munching tidbits. (U. S. v. A 
Quantity of Gum containing Trinkets etc., CCH Foop Druc CosMetic Law 
Reports § 7192 (DC Va., February 7, 1951).) 


Is Printed Matter ‘‘Labeling’’? 

The government seized a certain quantity of blackstrap molasses 
and certain copies of a book entitled Look Younger, Live Longer 
by Gayelord Hauser. The libel alleged that the molasses and copies 
of the book were shipped by the same carrier from Boston, Massachusetts, 
to Rochester, New York, and that the molasses was misbranded while in, 
and while held for sale after shipment in, interstate commerce within 
the meaning of the Federal Food, Drug, and Cosmetic Act in that the 
book accompanied the molasses and constituted false and misleading 
labeling thereof. 

The publisher of the book filed a claim to the seized copies and 
moved for dismissal of the libel insofar as it related to the seized copies 
of the book, on the ground that the book did not and does not constitute 
labeling within the meaning of the Act. 

It appeared from the argument that the book Look Younger, 
Live Longer was a full-length book which has had wide distribution 
in sales in book stores, etc., and which discusses the merits and use 
of many foods, drugs and cosmetics, generaily—including blackstrap 
molasses. It does not mention any food, drug, device or cosmetic 
by trademark or brand name and advertises no products. The publisher 
was engaged solely in the business of publishing books and had no con- 
nection with any manufacturer, packer, processor or seller of foods. 
The libel did not make any claim that it had any such connection other 
than such as might be implied from the claim that the statements con- 
tained in the book regarding blackstrap molasses constituted labeling of 
the product. The motion was granted, and the libel insofar as it 
related to the book was dismissed and the seizure of the books vacated. 
(U.S. v. 8 Cartons, more or less, labeled in part: “Plantation ‘The Original’ 
Recommended and Endorsed by Gayelord Hauser Blackstrap Molasses 
(Crude Black Molasses) * * * including 25 copies, more or less, of a book 
entitled “Look Younger, Live Longer’ by Gayelord Hauser, and 26 copies, 
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more or less, of a booklet entitled “Crude Black Molasses” by Cyril Scott, 
which relate thereto, CCH Foop DruGc Cosmetic LAw Reports § 7201 
(DCN. Y., April 14, 1951).) 

In reaching the conclusion that this book did not constitute label- 
ing, the court necessarily found that the circumstances of simultaneous 
shipment of written, printed or graphic matter with an article of food 
or drugs via the same carrier, without more, does not constitute the 
written, printed or graphic matter “labeling” of the product. It was 
concluded that the written, printed or graphic matter must have some 
direct relation to the food or drug. So long as it does have such rela- 
tion, the circumstance of physically accompanying the article in ship- 
ment was found to be immaterial, following the Kordel case. 

It was further found that the book was selling for a regular retail 
price and that there was no fictitious selling price which would permit 
a purchaser of the blackstrap molasses to get it for less than the regular 
sales price. The book was not used as an easy device of a sale of adver- 
tising to circumvent the requirements of the Act. 


Advertising Claims Detailed 

A final consent decree was entered in the injunction case brought 

against Mytinger and Casselberry with relation to the claims that 
could be made with respect to their Nutrilite food supplements. The 
decree specifies at some length the claims which may or may not be 
made with respect to the vitamin and mineral product. This is a de- 
parture from the customary and usual! decree entered after litigation 
of this type. The decree contains many prohibitions as to the acts that 
may not be permitted. It also defines the claims and acts which are 
allowed. 

The Food and Drug Administration had originally demanded that 
price restitution be made to buyers of this product on the ground that 
it was sold in violation of the Act. This demand has been waived and 
no such provisions are included in the final decree. (U.S. v. Mytinger 
and Casselberry, Inc., CCH Foop Druc Cosmetic Law Reports { 7203 
(DC Calif., April 6, 1951).) 

In adopting a consent decree, the Food and Drug Administration 
has followed a new course of procedure. In cases after trial, the final 
decree is likely to permit whatever claims can be derived from the 
evidence. In the consent decree entered in this case, certain affirmative 
claims have been allowed as part of the settlement, and on the other 
hand these claims have been restricted as narrowly as possible. 
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Correction No Immunization 
Seizure action was instituted against certain devices called “Color- 
Therm” on the grounds that -certain false and misleading claims were 
made in respect thereto. The answer alleged that prior to the sale of 
the devices the use of such false statements had been abandoned and 
new and appropriate material had been substituted to replace them. 


There was no denial that the representations made were false and mis- 
leading nor that, prior to the abandonment, the instruction material 


had accompanied the seized devices while they were held for sale after 
shipment in interstate commerce. It was held that once a device is 
misbranded when introduced into or while in interstate commerce, or 
while held for sale after shipment in interstate commerce, it is subject 
to seizure at any time, and the fact that at the time of seizure the false 
label is not upon the device or does not accompany the device, does not 
purge the device of its prior false labeling or render it immune from 
seizure and condemnation. (Franklin D. Lee v. U. S.. CCH Foor Druc 
Cosmetic Law Reports § 7191 (CA-10, March 12, 1951).) 


Green" Coffee Decision 

There have been two recent decisions holding that green coffee is 
a food within the meaning of the Federal Food, Drug, and Cosmetic 
Act. On January 25, 1951, the District Court for the Eastern District 
of Louisiana rendered an opinion that the fact that green coffee beans 
must undergo certain processing before being sold to the consuming 
public does not exclude them from the statutory definition of food. 
The court specifically disagreed with the unreported opinion of the 
Southern District of New York that green coffee was not food. The 
Southern District opinion was reviewed in 5 oop Druc Cosmetic LAw 
Journat 619 (1950). (U. S. v. 500 Bags, More or Less, of Green Coffee, 
CCH Foop Druc Cosmetic Law Reports {| 7194.) 

On April 20, 1951, the Court of Appeals for the Second Circuit 
reversed the decision of the District Court for the Southern District of 
New York and found that whether or not green coffee beans are edible 
before being roasted, they are certainly “components” of an article 
used for food, and hence fulfill the statutory definition of food. (U. S. 
v. 14 Bags, etc., O. F. Bayer & Company. U.S. v. 14 Bags, etc., Savoy Tea 
and Coffee Company, Inc. U. S. v. 35 Bags etc., Polin Brothers, Inc., CCH 
Foop Druc Cosmetic Law Reports § 7202.) 

The courts of appeals for the feurth and seventh circuits have both 
held that, under the language of the Act, jurisdiction of libel actions 
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against adulterated and misbranded food has been conferred upon the 
court of the district wherein the goods are found and the court has no 
power to transfer such an action to another district. 

Congress has not seen fit to make jurisdiction dependent upon 
where the seizure might have taken place, but has expressly conferred 
it upon the court of the district wherein the articles are found. 
(Clinton Foods, Inc. v. U. S. Clinton Foods, Inc. v. Honorable Ben Moore, 
United States District Judge for the Southern District of West Virginia, 
CCH Foop Druc Cosmetic Law Reports { 7200 (CA-4, April 2, 1951) ; 
and Fettig Canning Company v. William E. Steckler, Judge, CCH Foop 
Druc Cosmetic Law: Reports § 7195 (CA-7, March 21, 1951).) 
[The End] 








ACTH TO BE STANDARDIZED 


At a United States Pharmacopeia conference held June 8 in Atlantic 
City, a decision was made to establish a provisional U. S. P. Cortico- 
tropin Unit of ACTH potency, to be equal to the International Unit 
fixed by the World Health Organization as the specific ACTH activity 
1 milligram of the International Standard recently adopted. 

Dr. Jack M. Curtis, representing the Food and Drug Administra- 
tion at the conference, reported that confusion is growing among 
clinicians using the various ACTH preparations available on the market 
because of the difference in the units of potency. Each manufacturer 
is now required by the Administration to label his product in the terms 
of his own house standard and his own potency unit. The relation 
between independently established units is not generally known so 
that a physician using one product cannot gauge the dosage required 
of another product. Dr. Curtis proposed that a tentative value be 
assigned to the provisional U. S. P. Reference Standard and that the 
latter be released immediately for use in standardizing all commercial 
ACTH preparations. The proposal was endorsed unanimously by 
the conference, and was particularly welcomed by representatives of 
the pharmaceutical firms. 

A U.S. P. study program was launched at the conference, and 
a panel was organized to guide the project of determining an objective 
assay method. 
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REPORTS TO THE READER—Continued from page 406 








In the Food and Drug Administration 


Dr. Dunbar Retires.—Retirement of 
Dr. Paul B. Dunbar, Commissioner of 
Food and Drugs, was announced May 
14 by Federal Security Administrator 
Oscar R. Ewing. Dr. Dunbar, who was 
sixty-nine on May 29, has spent nearly 
forty-four years in government service. 
At his request, his retirement was effec- 
tive May 31. 

With the announcement, Mr. Ewing 
said, “I want to express my most sin- 
cere appreciation of Dr. Dunbar’s serv- 
ices, .. . he has been the indomitable 
champion of the American consumer.” 


Dr. Dunbar is a graduate of Gettys- 
burg College, Gettysburg, Pennsylvania, 
and obtained his Ph.D. degree in 
chemistry from Johns Hopkins Univer- 
sity. He was selected by Dr. Harvey 
W. Wiley as one of the original group 
to undertake enforcement of the Pure 
Food and Drugs Act of 1906. A food 
chemist, Dr. Dunbar started his career 
in the laboratory of the Bureau of 
Chemistry in Washington. In 1915 he 
became assistant to Walter G. Camp- 
bell, then chief of the eastern food and 
drug inspection district. In 1925 Dr. 
Dunbar was promoted to Assistant 








NEW ADMINISTRATOR 





CHARLES W. CRAWFORD succeeds 
Dr. Paul B. Dunbar. 


Chief of the Bureau of Chemistry, then 
headed by Dr. C. A. Browne. 

When the FDA was established as a 
separate enforcement bureau in 1927, 
Mr. Campbell was made its chief with 
Dr. Dunbar as assistant chief. In 1944, 
Mr. Campbell retired and Federal Secu- 
rity Administrator Paul V. McNutt ap- 
pointed Dr. Dunbar to succeed him as 
Commissioner of Food and Drugs. 

In a message to FDA employees, Dr. 
Dunbar said it had been a matter of 
great pride to him to have headed one 
of the “finest career organizations in 
the Government service.” He gave 
credit to “those in the front line for 
making the FDA what it is today.” 

Dr. Dunbar’s last article as Adminis- 
trator appears at page 431, and his 
photograph at page 432. 

Charles W. Crawford Appointed.— 
On the same day, Mr. Ewing announced 
the appointment of Charles W. Craw- 
ford, Deputy Commissioner of Food 
and Drugs, to succeed Dr. Dunbar. 
Mr. Crawford has been in government 
service for thirty-four years. He began 
as an analyst at the FDA’s Chicago 
and New Orleans stations before com- 
ing to Washington in 1918. In 1928 he 
became head of a new division handling 
enforcement activities. He was ap- 
pointed Assistant Commissioner in 1942, 
and in 1944 was appointed Deputy 
Commissioner, becoming the FDA’s 
second ranking officer. 

Before entering federal service, Mr. 
Crawford did research and analytical 
work and taught chemistry at Oklahoma 
A. & M. College and at Washington 
State College. He obtained his B. S. 
and M. S. degrees from Oklahoma 
A. & M. 

For many years Mr. Crawford has 
devoted much of his time to drafting 
food and drug regulations and stand- 
ards. He was the FDA’s principal 
representative in discussions with legis- 
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lative advisors and members of Con- 
gress who wrote the present Federal 
Food, Drug, and Cosmetic Act, passed 
in 1938. In recent years he has been 
giving increasing attention to FDA 
management and organization matters. 

In a statement at his induction as 
Commissioner of Food and Drugs, Mr. 
Crawford said: “I am deeply gratified 
for the opportunity to continue in a 
public service that has been satisfying 
and rewarding. The Food and 
Drug Administration is a small organi- 
zation. There are only a few more 
than a thousand of us. But we have 
the task of safeguarding the purity and 
integrity of the foods, drugs and cos- 
metics for which the Nation pays more 
than $50 billion each year—about one- 
fourth its total income. To a significant 
degree the health and welfare of every 
citizen depends on the freedom of these 
commodities from adulteration and mis- 
branding. 

“We are now facing many difficult 
problems. The population—and con- 
sequently the demand for the neces- 
sities of life—have been growing rapidly. 
Our resources have scarcely kept pace. 
The ever increasing tempo of the in- 
troduction of new products of science 
and technology, such as the many new 
and miraculous drugs, and new methods 
of producing and distributing foods, all 
command our close attention. And in 
this time of national stress, shortages 
of raw materials and dislocations of 
experienced personnel all tend to in- 
crease the hazards. 

“Fakers and charlatans seem _ to 
multiply in times like these. Today, for 
example, we are being plagued with a 
small army of food quacks peddling 
nutritional nostrums. America has the 
most abundant and nutritious food sup- 
ply, and is enjoying the best health, 
of any nation in history. But these 
food quacks tell us that our foods are 
of such poor quality that the population 
generally is suffering from malnutrition. 
They say that every disease, from can- 
cer and heart failure to irritability and 
insomnia, is caused by malnutrition. 
Then they insist that we can’t get well 
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and stay well unless we supple- 
ment our diet with their particular 
brand of some outlandish food, usually 
unpalatable, or start dosing ourselves 
with some simple vitamin and mineral 
mixture. A vigorous campaign of spread- 
ing the truth as well as of law enforce- 
ment, is needed. 

“Our actions are based on scientific 
fact, obtained in our laboratories and 
from the whole body of scientific truth. 
Fundamentally this organization is a 
scientific institution. . 

“My place in the Food and Drug Ad- 
ministration is as a member of a well- 
trained and experienced team. I know 
each member will play his position 
faithfully and well. We shall spare no 
effort to uphold the traditions of the 
Food and Drug Administration for 
public service.” 

New Deputy Commissioner.—George 
P. Larrick, whose testimony on H. R. 
3298 appears at page 412, was ap- 
pointed Deputy Comissioner of Food 
and Drugs June 5 by newly appointed 
Commissioner Charles W. Crawford. 
Mr. Larrick becomes the second rank- 
ing officer of the FDA, succeeding to 
the position left vacant when Mr. Craw- 
ford became Commissioner. 

A frequent contributor to the JOURNAL, 
Mr. Larrick joined the FDA in 1923, 
after attending Wittenberg College and 
Ohio State University. He started as 
an inspector at the Cincinnati station, 
was transferred to Washington in 1928 
and became Senior Food and Drug 
Inspector in 1930. He was made Chief 
Inspector in 1939 and was appointed 
Associate Commissioner in 1945. 


Seven Other Appointments.—Seven 
other top appointments in the FDA 
were also announced by Mr. Crawford. 
John L. Harvey, was advanced from 
Director of Regulatory Management to 
Associate Commissioner, succeeding 
Mr. Larrick. Mr. Harvey attended 
William and Mary College, the Uni- 
versity of Virginia and Tulane Uni- 
versity. He joined the FDA in 1925 
Seattle. He was 
District for three 


as an inspector in 
chief of the Seattle 
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years and headed the entire Western 
District for eleven years before coming 
to Washington. 

Malcolm R. Stephens, from chief of 
the Chicago District, was appointed 
Associate Commissioner, succeeding 
Dr. Louis D. Elliott who will retire 
June 30, after thirty-eight years in the 
federal service. Dr. Elliott has been in 
charge of law enforcement operations 
relating to foods shipped in interstate 
commerce and has supervised the FDA’s 
import control work since 1945. 

Dr. Kenneth L. Milstead, chief of the 
Cincinnati District since 1945, will come 
to Washington to be Director of Regu- 
latory Management, succeeding Mr. 
Harvey. 

Shelby T. Grey, chief of the Boston 
District since 1949, will be chief of 
the Chicago District. Chester T. Hubble, 
now chief of the Minneapolis District, 
will succeed Dr. Milstead in Cincin- 
nati. He has been chief at Minneapolis 
since 1945. F. Leslie Hart, chief chemist 
at Los Angeles, will become chief of the 
Boston District. Maurice P. Kerr, chief 
inspector in New York, will become 
chief of the Minneapolis District. Mr. 
Kerr has been in the inspection service 
since 1939. 


Door Closed on Salesman’s Foot.— 
In the monthly summary of legal actions 
terminated by the FDA, released May 
22 for the month of April, special at- 
tention was called to an injunction 
decree restraining 15,000 door-to-door 
salesmen from making extravagant 
therapeutic claims for Nutrilite, a vita- 
min and mineral diet supplement dis- 
tributed nationally by Mytinger and 
Casselberry, Inc., Los Angeles. (See 
page 468 for a discussion of this case 
by Franklin M. Depew.) 

A new step in the enforcement of 
food and drug law, the decree enumer- 
ates the claims that may and may not 
be made in printed sales material or 
in sales talks made by canvassers. Claims 
that Nutrilite has any value in treating 
fifty-seven serious diseases, including 
cancer, heart trouble, diabetes, arthritis 
and rheumatism are specifically prohibited. 
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The decree also prohibits the sales 
argument that virtually all human ail- 
ments are caused by deficiencies in the 
diet, and that “diagnosis of disease is 
not necessary, because whatever the 
trouble or its medical name, a vitamin 
and mineral food supplement will cause 
it to disappear.” 

Evidence was gathered by FDA in- 
spectors acting as Nutrilite salesmen 
and customers, who obtained record- 
ings of sales talks made by other agents. 
The national distributor consented to 
the decree after seeing transcripts of the 
recordings. 

The decree contains a list of thirty 
permitted nutrition and diet claims. 
For example, it may be claimed that 
diets may be lacking in those vitamins 
and minerals known to be necessary to 
human beings by reason of improper 
selection of foods, unbalanced menus, 
and loss of water-soluble vitamins in 
storage or excessive cooking. It may 
also be claimed that alfalfa, water cress 
and parsley in the Nutrilite base con- 
tribute small amounts of some of the 
essential minerals and vitamins. Claims 
that vitamins and minerals relieve specific 
symptoms must be qualified by stating 
that if such symptoms continue they 
may be caused by serious diseases. 

Further use of more than forty nutri- 
tion articles, books, pamphlets and a 
motion picture, in connection with sale 
of the product, is specifically prohibited. 
The company is required to educate its 
agents on the terms of the decree. 
Agents are to confine their sales argu- 
ments to material approved by the 
company, and the latter may clear new 
sales material with the FDA or with 
the federal court in Los Angeles. All 
copies of the former sales manual, 
“How to Get Well and Stay Well,” are 
to be recalled by the company. 

Under terms of the settlement, Fed- 
eral Judge Ben Harrison dismissed a 
criminal indictment of the firm and its 
principals, and several seizures of the 
product were terminated by stipulation. 
Violations of the decree by the company 
or its agents is punishable as contempt 
of court. 
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Seizures, Criminal Cases.—Seized in 
April were eighty-two shipments of 
foods and thirty-four of drugs and de- 
vices. The fifty-one lots seized because 
of filth and decomposition totaled 
271,329 pounds. Twelve of the drugs 
and dévices seized failed to meet the 
composition or quality stated on the 
labels. Seven were new drugs marketed 
without clearance for safety. Seven 
were labeled with false and misleading 
therapeutic claims, and one (mineral 
oil) with a false statement of safety for 
nursing or expectant mothers. The re- 
maining drug seizures were based on 
inadequate directions and warnings, 
insect infestation in crude drugs and 
shortage in volume. 

In addition to the injunction decree 
and seizures, thirty-seven criminal 
cases were listed in the April summary. 


New Import-Export Regulations.— 
New import and export regulations 
have been promulgated for the enforce- 
ment of Sections 701 (b) and 801 (c) 
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of the Federal Food, Drug, and Cos- 
metic Act. Provisions are made for 
notice of sampling to be given by the 
collector of customs when a sample of 
an article offered for import has been 
requested by the chief of district, with 
payment for the samples to be made by 
the FDA only when the samples are 
found to be in conformity with the re- 
quirements of the Act. 

The owner or consignee may have a 
hearing if it appears that the article 
may be subject to refusal of admis- 
sion. Requirements are prescribed for 
the contents of an application for au- 
thorization to relabel or to take other 
action to bring the article into com- 
pliance with the Act, and the procedure 
to be followed in granting such an 
authorization is specified. Provisions 
concerning bonds and the cost charge- 
able in connection with the relabeling 
and reconditioning of inadmissible im- 
ports are also included in the new 
regulations. 16 F. R. 4929, Foop Druc 
CosMetic LAw Reports § 1321. 








In the Federal Trade Commission 


Skin Treatment by Mail.—The A. C. 
Liepe Pharmacy, Inc., Milwaukee, was 
charged in a Commission complaint 
with misrepresenting the therapeutic 
value of medicinal preparations adver- 
tised as effective in the treatment of 
eczema and varicose ulcers and other 
leg sores. The complaint also chal- 
lenged alleged representations that the 
respondents could properly diagnose 
and successfully treat the ailments of 
persons who replied by mail to 
questionnaires. 

Users were sent a booklet together 
with a form containing questions about 
their general health and with respect to 
inflamed areas around veins in the legs, 
varicose ulcers or wounds and eczema. 
Upon receipt of the filled-out question- 
naire, the respondents would send the 
preparations to be used with detailed 
directions for use. A form for report- 


ing progress was also sent with the 
drugs. 

By means of all this, the complaint 
alleged, the respondents claimed to be 
able to diagnose ailments and to send 
medications prepared especially in ac- 
cordance with the answers to the 
questionnaire. The representations were 
alleged to be misleading and medi- 
cations to be “only stock preparations.” 

It was charged that the medicines 
would not cure the diseases named, but 
would only temporarily relieve minor 
symptoms. FTC Dkt. 5873, released 
April 30, 1951. 

Claimed Too Much for Medicine.— 
The Occy Crystine Corporation, Salis- 
bury, Connecticut, entered into a stipu- 
lation with the Commission to stop 
advertising that a medicinal preparation 
called “Occy Crystine” had a synergistic 
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action or that it had any beneficial 
effect on diseases and physical con- 
ditions beyond whatever benefits it 
might have as a laxative, cathartic or 
cholagogue or such mild diuretic effect 
as may be afforded through its use. 
There was no intent to defraud or 
mislead. FTC Stipulation 8132, released 
May 5, 1951. 


Mechanical Reducer.—The Commis- 
sion accepted an agreement from the 
Aciform Corporation, Chicago, to stop 
representing that the use of electric 
vibrating devices, sold under the name 
“Gyro-Lator Equipment,” would re- 
duce body measurements, normalize fat 
distribution, redistribute body fat, in- 
crease or intensify the oxidation of 
adipose tissue, or otherwise bring about 
loss of weight or of body fat. 


Other terms to be discontinued were 
that the use of the equipment made 
up a health program, provided massage, 
restored or produced figure beauty, 
stimulated circulation, energized the 
body, normalized body functions, im- 
proved muscle tone, produced physical 
well-being, gave new vitality, effected 
relaxation of nerve or muscle tension, 
effected freedom from fatigue, vitalized 
the scalp, relieved the feet or legs from 
fatigue, or constituted an effective foot 
or leg massage. FTC Stipulation 8129, 
released May 4, 1951. 


Dental Plate Reliner.— The Com- 
mission approved a stipulation in which 
Plasti-Liner Company, Inc., of Buf- 
falo, New York, agreed to stop repre- 
senting that application of Brimm’s 
Plasti-Liner, a reliner for dental plates, 
would accomplish permanent results in 
the refitting or tightening of dental 
plates or assure perfectly fitting plates. 
The approval was in accordance with 
Commission policy of encouraging law 
observance through cooperation in cer- 
tain types of cases where there has 
been no intent to defraud or mislead. 
FTC Stipulation 8133, released May 
16, 1951. 


When Your Hair Has Turned to 
Silver —The Commission has ordered 
Herbold Laboratories, Inc., Hollywood, 
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California, to stop disseminating false 
advertising for Herbold Pomade, a 
preparation for the hair. Claims pro- 
hibited were to the effect that the 
product would color the roots of hair 
and prevent it from becoming gray; 
that it would restore the former natural 
color to the hair; that it would remove 
loose dandruff and keep the scalp clean; 
that it was safe and harmless; and that 
it was a new or revolutionary product. 

The Commission had found that in 
most instances the product would not 
impart the former shade or color to 
gray, streaked or faded hair, since the 
so-called color it produced was “limited 
to various shades from gray to black,” 
and instead of being “natural,” was 
“artificial and unnatural.” The prepara- 
tion would not remove loose dandruff 
scales, but would “only render them 
less conspicuous by causing them to 
adhere more closely to the scalp and 
hair shafts.” 

Claims that the product was safe and 
harmless were banned because it con- 
tained lead which might cause ill ef- 
fects when brought into contact with 
the skin. FTC Dkt. 5733, released May 
21, 1951. 


“Innerclean” Not Deceptive. — The 
Commission dismissed a complaint in 
which the Innerclean Manufacturing 
Company, Los Angeles, was charged 
with misrepresentation in the sale of 
Innerclean Intestinal Laxative. The 
weight of the evidence did not sustain 
the charge that the use of the word 
“Innerclean” in the trade name of the 
product constituted a deceptive repre- 
sentation that it would cleanse the in- 
testinal tract other than to the extent 
ordinarily accomplished by the use of 
a laxative. 

As to other claims alleged by the 
complaint to be false, the Commis- 
sion said that they had been discon- 
tinued before issuance of the complaint 
and that there was"no reason to believe 
that they would be resumed. FTC Dkt. 
4839, released May 23, 1951. 
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Arthritis, Athlete’s Foot, Boils and 
Acne.—False and misleading advertis- 
ing of a medicinal preparation desig- 
nated Sulgly-Minol would be prohibited 
under the terms of an initial decision 
filed by a Commission trial examiner 
in Minneapolis. The decision would 
outlaw claims that the product is a 
cure, remedy or an adequate or com- 
petent treatment for arthritis or its 
manifestations, including pain, soreness 
and stiffness, or for athlete’s foot. Also 
banned would be representations that 
the product is good for boils or acne. 
FTC Dkt. 5746, released May 24, 1951. 

Not Competent Treatment. — Mis- 
representation of medicinal preparations 
designated Chinaroid and Romind was 
charged in a complaint issued by the 
Commission against the Knox Com- 
pany, Los Angeles. The complaint said 


that, contrary to advertising claims, 
Chinaroid was not an adequate or 
competent treatment for hemorrhoids 


and their underlying causes. The product 
would not lessen the severity or dura- 
tion of hemorrhoids except that when 
applied as directed to simple uncom- 
plicated hemorrhoids, it might, by rea- 
son of its local anesthetic, astringent 
and emollient effect, temporarily re- 
lieve such symptoms as pain, itching, 
burning and irritation. 

As for Romind, the complaint chal- 
lenged claims that it was a competent 
and effective treatment for arthritis, 
rheumatism, swollen joints, neuritis, 
neuralgia, sciatica and lumbago, and 
that it would have a remedial effect on 
the underlying causes of such ailments 
to the extent of affording permanent 
relief from pain. The complaint de- 
scribed Romind as “an ordinary analgesic 
with essentially the same therapeutic 
effect as aspirin” and which when taken 
as directed, “is limited in its analgesic 
effect to the temporary relief of minor 
aches and pains.” FTC Dkt. 5881, re- 
leased May 25, 1951. 

A Modest Insecticide—The Com- 
mission approved a stipulation in which 
Eagle Products Company, Inc., Chat- 
Tennessee, agreed to stop 


tanooga, 
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claiming that “Spra-Kill” insecticide is 
sure, instant in action or safe. Under 
the terms of the agreement the corpo- 
ration will also refrain from represent- 
ing that the ingredients are entirely 
new. There was no intent to defraud 
or mislead. FTC Stipulation 8131, re- 
leased May 5, 1951. 


No Diabetes Cure.—An initial de- 
cision filed by a Commission trial ex- 
aminer forbade the Hato Company, 
Inc., New Orleans, to advertise that a 
product called “Celparux” would con- 
trol diabetes or relieve any of its 
symptoms, complications or conditions 
except increased capillary fragility or 
retinitis. 

The examiner found the claim that Cel- 
parux tablets “are especially compounded 
to control your diabetes” to be “mis- 
leading and deceptive on its face and 
false in its implication that they will 
control the disease.” He said that 
“there exists no drug or combination 
of drugs, presently known, which will 
cure, correct or remedy diabetes,” and 
that “there likewise exists no drug or 
combination of drugs, presently known, 
which, when taken by mouth, will con- 
trol or adequately and effectively treat 
diabetes.” 

Concerning the additional claim that 
Celparux tablets were “especially com- 
pounded as an aid in the relief of cer- 
tain conditions often accompanying 
diabetes,” the examiner said that this 
was “false, misleading and deceptive in 
its breadth and lack of qualification.” 
The conditions which frequently ac- 
company diabetes, he pointed out, in- 
clude acidosis, leg ulcers, cataracts, 
kidney complications, gangrene, reti- 
nitis and increased capillary fragility, 
and Celparux would be of value only 
in the case of the last two conditions 
named. 

While noting that there was conflict 
in the evidence as to whether the 
medicine, because of its rutin content, 
would prevent retinitis and restore to 
normal its underlying cause, increased 
capillary fragility, the trial examiner 
concluded: “The clear preponderance 
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of the evidence and the finding there- 
for on these facts is that rutin, in the 
quantities contained in, and the dos- 
ages recommended for, Celparux, ‘is 
an aid in the relief’ of increased capillary 
fragility and retinitis, conditions which 
accompany diabetes in a_ substantial 


number of cases.” 
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In making this finding, the examiner 
held that the evidence submitted by 
the drug manufacturer—including the 
record of experimental and clinical work 
done with rutin—outweighed the opinion 
testimony of medical experts called by 
counsel supporting the complaint. FTC 
Dkt. 5807, released April 21, 1951. 





In the Department of Agriculture 


Meat Grading for Price Control.— 
In line with the requirements of Office 
of Price Stabilization Distribution Reg- 
ulation 2, under which meat must be 
federally graded after May 7, the en- 
tire grading program has been assigned 
to the Department. Under OPS reg- 
Class 1 slaughterhouses are 
federally inspected, and Class 2 are 
commercial slaughterhouses not fed- 
erally inspected, and both classes must 
have meat they produce after May 7 


ulations, 


graded. 

The Department is now grading the 
entire output of several slaughterhouses 
under provisions of an OPS distribu- 
tion order which permit slaughterers 
to begin operating under new price 
ceilings immediately if they desire. 

Since the grading service is conduct- 
ed on a self-supporting basis financial- 
ly, cost of grading will be paid in the 
form of fees by slaughterers at a regu- 
lar rate of $3.60 an hour. In addition 
to stamping grades on each carcass so 
that all wholesale and most retail cuts 
are marked, the graders will furnish a 
certificate covering products graded. 
Regular Department meat grade desig- 
nations will appear on meat in a purple 
ribbon-like stamp. 

The following grade designations 
will be used: Beef—Prime, Choice, 
Good, Commercial, Utility, Cutter and 
Canner; Veal or Calf—Prime, Choice, 
Good, Commercial, Utility and Cull; 
Lamb, Yearling Mutton or Mutton— 
Prime, Choice, Good, Utility and Cull. 


Quantity of Poultry Canned.—In a 
release last month the Department re- 
ported that poultry canned or used in 
canning during April totaled 16,382,000 
pounds, the second largest amount on 
record for that month. This was fifty- 
three per cent more than the amount 
canned in April last year and forty-two 
per cent more than the monthly aver- 
age for the period 1945-1949, 

Fruit Set-Aside.—Suborder No. 2 to 
Defense Food Order No. 2, released 
last month, established the amount of 
1951 canned fruit pack which must be 
set aside for defense Defense 
Food Order No. 2, released in April 
(6 Foop Druc Cosmetic LAw JoURNAL 
(May, 1951) 386), authorized and pro- 
vided for set-asides of processed fruits 


use. 


and vegetables for defense use. 


Fruits covered under last month’s 
order include canned apples, apricots, 
blueberries, blackberries, red sour pit- 
ped cherries, sweet cherries, Kadota 
figs, fruit cocktail, Bartlett 
pears, pineapple, pineapple juice and 
Percentages range from 


peaches, 


purple plums. 
ten per cent for blueberries to forty- 
one per cent for figs. The order went 
into effect May 26, 1951. 

Total set-aside requirements amount 
to about sixteen per cent of the “base 
period” packs of apples, apricots, black- 
berries, blueberries, cherries, figs, fruit 
cocktail, peaches, pears, pineapple, 
pineapple juice and purple plums. 
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Marmalade Standards Issued.—For 
the first time the Department has es- 
tablished standards for grades of orange 
marmalade, to go into effect June 21. 
The standards include two _ grades, 
Grade A, or Fancy; Grade B, or 
Choice. They provide for “clear” and 
“natural” types, and for three kinds— 
“sweet,” “bitter” and “sweet and bit- 
ter.” Although the most common form 
is with the peel sliced in thin strips, the 
new standards also provide for the 
style known as “chopped.” 


Edible Sugarcane Molasses Stand- 
ards Revised.—Revisions were an- 
nounced last month for proposed 
standards for grades of edible sugar- 
cane molasses. They include changing 
names of two of the grades from “U. S. 
Medium-Light” and “U. S. Medium- 
Dark” to “U. S. Choice” and “U. S. 
Standard,” respectively. This will be 
in keeping with Department grade names 
which are in use on more than 100 
processed foods. ‘ 

The method used for calculating 
grade factors has been changed from 
“per cent of solids” basis to “per cent 
of sample” basis, since the latter is 
acceptable and more generally used by 
industry. Tolerances to be used for 
ascertaining the grade of officially 
drawn samples also have been intro- 
duced. Grade specifications are still 
based on total solid content, total sugar, 
ash, sulfites and color, although some 
of the specifications have been changed 
in keeping with recommendations from 
interested parties. 


Dr. Max A. McCall To Retire.— 
Dr. Max A. McCall, assistant chief of 
the Bureau of Plant Industry, Soils 
and Agricultural Engineering, has re- 
quested voluntary retirement from 
government service, effective June 30, 
after thirty-six years in the federal ser- 
vice. Developments in crop improve- 


ments that have come about during his 
leadership in crop research are general- 
ly credited with much of the recent 
increase in crop production. Dr. McCall 
contributed much in developing a work- 
ing basis for cooperative research be- 
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tween federal and state experiment 
stations, in which knowledge and phy- 
sical resources of the cooperating agen- 
cies are pooled in joint effort to solve 
problems of mutual concern. 


Sweet Potato Standards Established. 
—Standards have been established, for 
the first time, for grades of sweet po- 
tatoes for canning and for sweet po- 
tatoes for dicing and pulping. Grades 
are U. S. No. 1 and U. S. No. 2. 


Bread and Whiskey.—A Distilling 
Industry Advisory Committee, appointed 
by Secretary of Agriculture Charles F. 
Brannan to consult with the Depart- 
ment on special problems arising in 
connection with defense production, 
met last month to discuss possible is- 
suance of a government order limiting 
the use of grain by distillers. The 
industry representatives expressed the 
belief that there is insufficient need for 
a grain conservation order at the present 
time, but they expressed a willingness 
to cooperate in any conservation pro- 
gram that might be ordered. They 
pointed out that even without a govern- 
ment order limiting their use of grain, 
the quantity of grain used would de- 
cline in the coming months because of 
the large stocks of beverages already 
on hand. They said that without a 
use-limiting order, the distillers would 
“go back to a normal use of grain.” 


Hop Standards Raised—The De- 
partment announced a proposal last 
month to raise minimum standards of 
quality for hops under a marketing 
agreement and order program. The 
Hop Control Board, which administers 
the marketing agreement and order 
regulating handling of hops and hop 
products grown in Oregon, California, 
Washington and Idaho, has recom- 
mended lowering the maximum leaf 
and stem content from fifteen to ten 
per cent. 

These standards will affect 1951 and 
following crops. A large number of 
brewers have furnished statements to 
the Department that hops with more 
than ten per cent leaf and stem content 
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impart a bitter and harsh taste to beer 
and that such hops are generally unac- 
ceptable. Excessive leaves and stems 
in hops, according to statements of 
some brewers, often interfere with the 
mechancial operations of brewing, 
making it difficult to maintain a uni- 
form product. Inspection records for 
1949 and 1950 hop crops show that the 
average leaf and stem content for each 
year was approximately 3.9 per cent 
and that hops with leaf and stem con- 
tent in excess of ten per cent amounted 
to only 0.2 per cent in 1949 and 0.1 
per cent in 1950. 


Poultry Regulations Amended. — 


Regulations governing the voluntary 
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poultry grading and inspection services 
have been amended to extend the period 
of exemption of dressed poultry from 
the provisions of the sanitary require- 
ments from May 1 to July 1, 1951. The 
action also permits conditional ap- 
proval of processing plants and provides 
for backlogs of dressed poultry which 
may be processed under inspection of 
grading service after the sanitary re- 
quirements become applicable on July 
1, 1951. The amendment was issued 
as a result of industry requests that 
were prompted by the scarcity of cer- 
tain facilities and equipment needed to 
bring processing plants into compliance 
with the regulations. 





In the Courts 


Fair Trade Weakened by Schweg- 
mann.—The power of one retailer, by 
entering a resale price maintenance 
contract, to impose the same price on 
every one of his competing retailers, 
said the Supreme Court, is nothing 
more than horizontal price fixing, 
which is definitely not legalized by the 
Miller-Tydings amendment to the 
Sherman Act. The case was Schweg- 
mann Brothers, et al. v. Calvert Distillers 
Corporation, CCH ‘TRapdeE REGULATION 
REporTs § 62,823 (S. Ct., 1951). 

A manufacturer or trade-mark owner 
will no longer, by making a fair-trade 
contract with one dealer, be able to fix 
the uniform price at which his product 
will be sold, if the product falls within 
the scope of interstate commerce. The 
provision, common to all the forty-five 
state fair-trade acts, that sales cannot 
be made below the fair-trade price even 
by sellers who have not so contracted 
with the producer or distributor, was held 
to be outside the protection of the 
Sherman Act amendment, so that the 
attempt to impose such restrictions on 
nonsigners in the sale of products 


touching interstate commerce will be 
a violation of the basic antitrust law. 


Voluntary fair-trade agreements are 
still lawful, under both federal and 
state law. But compulsory enforcement 
of fair-trade prices against nonsigners 
may or may not violate the federal law, 
depending on the effect on interstate 
commerce. 

Effective enforcement of uniform 
sales prices in the forty-five states with 
resale price maintenance laws thereby 
becomes a much more difficult prob- 
lem. But the state laws have in no 
part been declared unconstitutional by 
the decision and have not lost their ef- 


fect in all cases. 
Noncontractors are still bound to 
observe fair-trade prices when fair- 


trade products are bought and sold in 
the same state, provided there is no 
restraint imposed on interstate com- 
merce by the sale. Contracting dealers 
are still bound to their contracts un- 
less price cutting becomes so wide- 
spread as to amount to a breakdown 
of the pricing structure. 

Mus Musculus Ipsa Non Loquitur. 
—The evidence was held insufficient 
to invoke the doctrine of res ispsa 
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loquitur and to support a verdict for the 
plaintiff on a count of negligence in an 
action for personal injuries resulting 
from drinking a portion of a bottled 
beverage containing a mouse. 

The evidence showed that the bever- 
age was obtained from a vending ma- 
chine under the control of the plaintiff's 
employer, that the employer stored in 
a locked room the bottles not immedi- 
ately placed in the vending machine, 
that the employer did not purchase such 
beverages from any other company, 
and that the beverage was consumed 
shortly after the bottle was opened. 

From such evidence the jury could 
not find that the beverage had been 
manufactured and bottled by the defend- 
ant, that it contained the mouse when 
delivered by the defendant to the plain- 
tiff’s employer, and that its condition 
had not been changed after it left the 
defendant’s control. Moss v. Coca-Cola 
Bottling Company of Chico, CCH Foop 
Druc Cosmetic Law RePorts § 22,251 
(DC Calif., 1951). 


Cross Claim of Retailer Against Job- 
ber.—When the issue of whether a hair 
dye contained a poisonous chemical 
was established solely by the default 
of the defendant retailer in response to 
the plaintiff's demand for admissions 
in an action for damages for breach 
of warranty of fitness for use, a jury’s 
award of damages against the defendant 
retailer was affirmed. But the trial court 
erred in allowing as a matter of law the 
retailer’s claim over against the jobber 
without some proof as against the job- 
ber of the presence of the dangerous 
chemical. Brown v. Godefrey Manu- 
facturing Company, CCH Foop Druc 
Cosmetic Law Reports § 22,252 (N. Y. 
>. &t., F958). 

Wire in Macaroni.—The evidence 
concerning the process of manufactur- 
ing macaroni, including its packaging, 


tended to exclude the possibility of any 
foreign object’s being in the box when 
it left the manufacturer or the defend- 
ant’s store. 


The plaintiff offered no 
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evidence tending to exclude the possi- 
bility of the presence of such foreign 
object in the food items added to the 
macaroni by the plaintiff's wife. There- 
fore the retailer from whom the plain- 
tiff bought a sealed box of macaroni, 
allegedly containing pieces of wire, was 
held not liable in an action for personal 
injuries. Scunziano v. Fagone, CCH 
Foop DruG Cosmetic Law _ REPORTS 
q 22,253 (City Court, King’s County, 
N. Y., 1951). 


Glass in Hash—An action was 
brought against a storekeeper and a 
packer for personal injuries allegedly 
sustained by the plaintiff from eating 
canned corned beef hash that contained 
glass. An instruction which made no 
mention of warranty of fitness for hu- 
man consumption or merchantable quality, 
or words of similar meaning, was held 
to be an inaccurate statement of the 
law of the warranty of merchantability. 

The instruction also failed properly 
to instruct on the allegation of negli- 
gence, since it did not include the ele- 
ment of the defendant's negligence. The 
court further held that in the absence 
of a showing that the injurious agency 
had not been negligently handled after 
its delivery to the storekeeper, the doc- 
trine of res ipsa loquitur should not be 
applied. Poteraske v. Illinois Meat Com- 
pany, CCH Foop Druc Cosmetic Law 
Reports §[ 22,248 (Ill. App., 1951). 


Iodine in Beverage.—Evidence show- 
ing the presence of iodine in a bever- 
age, testimony of a physician to the 
effect that if the plaintiff had actually 
drunk a beverage containing iodine the 
symptoms would be comparable to 
those manifested by the plaintiff, and 
testimony by the retailer from whom 
the beverage was purchased that the 
bottle had not been tampered with be- 
tween delivery and sale, were held to 
be sufficient reason for application of 
the doctrine of res ipsa loquitur. Mayer- 
hefer v. Louisiana Coca-Cola Bottling 
Company, Ltd., CCH Foon Druc Cos- 
METIC Law RePorts § 22,250 (La., 
1951). 
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CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought in 
economic, legal, and accounting principles related to all 
federal and state taxation. . . . To this end it contains 
signed articles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and admin- 
istrative rulings relating to tax laws, and other tax in- 
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Labor Law Journal 


Specifically designed and edited to promote sound think- 
ing on labor law problems, the Labor Law Journal presents 
timely articles concerned with the intimate and complex 
relationship of Law, Labor, Government, Management, 
and Union. Each month, the Journal brings you the serious 
thinking, the reasoned conclusions, the viewpoints, and 
attitudes of leaders of thought and action—on significant, 
pivotal labor law problems. Speciaiists in the field treat 
currently troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled—nothing is 
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Insurance Law Journal 


Month after month, this helpful magazine presents timely 
articles on pertinent subjects of insurance law, digests of 
recent decisions, comments on pending legislation, rulings 
of state commissioners and attorneys general, and other 
features reflecting the changing scene of insurance law. 
The Journal is edited exclusively for insurance law men, 
hy insurance law men. Emphasis is on the insurance law 
‘elds of Life, Health and Accident, Fire and Casualty, 
\utomobile, and Negligence. Issued monthly; subscrip- 
on rate—$10 a year, including a handsome binder for 
ermanent filing of each monthly issue for a year. Send 
2r a sample copy. 
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